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From: Wholley, David (FNIH) [T] 


Sent: Sun, 30 Mar 2014 11:50:41 -0400 

To: Collins, Francis (NIH/OD) [E] 

Subject: Re: Inquiry on AMP Program Membership Roster 
Sure 

----- Original Message ----- 


From: Collins, Francis (NIH/OD) [E] 
Sent: Saturday, March 29, 2014 06:08 PM. 
To: Wholley, David (FNIH) [T] 


Subject: FW: Inquiry on AMP Program Membership Roster 
Could you respond? 


Tx, FC 


riginal Message----- 

From: janson@memorymatters.org [mailto webmaster@memorymatters.org] 
Sent: Saturday, March 29, 2014 11:38 AM 

To: Collins, Francis (NIH/OD) [E] 

Ce; janson@memorymatters.org 

Subject: Inquiry on AMP Program Membership Roster 


3/29/14 
Dear Dr. Collins: 


Could you please inform me of the process by which organizations may be selected to serve on the AMP 
(Accelerating Medicines Partnership) program committee’ 


look forward to your response. 


Sincerely, 


Christopher G. Janson, M.D. 
President'CEO 

NEAR 

Email: janson@memorymatters.org 
Tel: 302-722-6995 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 20 Aug 2014 22:35:59 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: McManus, Ayanna (NIH/OD) [E];Burden, Shannon (NIH/OD) [E];Melencio, Cheryl 
(FNIH) [T] 

Subject: Re: Materials for September 5, 2014 AMP Executive Committee Call 


OK, | will send a note to that effect tomorrow to the laggards and we will try. David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, August 20, 2014 07:49 PM 

To: Wholley, David (FNIH) [T] 

Ce: McManus, Ayanna (NIH/OD) [E]; Burden, Shannon (NIH/OD) [E] 
Subject: FW: Materials for September 5, 2014 AMP Executive Committee Call 


Hi David, 


Just looked at the attendance survey for October — it looks to me as if we should go for October 10. 
Perhaps some of the “no” responses would reconsider if they knew this was the only option? 


FC 


From: Burden, Shannon (NIH/OD) [E] 

Sent: Wednesday, August 20, 2014 4:58 PM 

To: Collins, Francis (NIH/OD) [E] 

Subject: FW: Materials for September 5, 2014 AMP Executive Committee Call 


Hi Dr. Collins: 


Please see Dr. Wholley’s message below. These meeting materials will be in their folder for you 
tomorrow, but | thought you might want to be able to look at them tonight. 


Best, 


Shannon 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, August 20, 2014 3:47 PM 

To: Boskent, Celeste (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Doswell, Greta (NIH/OD) [E]; McManus, 
Ayanna (NIH/OD) [E]; Melencio, Cheryl (FNIH) [T] 

Subject: Materials for September 5, 2014 AMP Executive Committee Call 


Dear Celeste: 


| know our pre-call with Dr. Collins is not until Sept. 4, wo 


SPP) ana thought | would get the materials for the Sept 5 Accelerating Medicines Partnership to 
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you now. The attached slide deck includes slides from each of the AMP Steering Committees that have been 
reviewed by the SC co-chairs. | don’t expect a lot will change in the next week. 


| have also included a chart showing the responses from the members of the AMP Extended Executive 
committee for the 90-minute teleconference we are seeking to hold using the two dates in October you gave 
us as available on Dr. Collins’s calendar. If you will recall, we had little luck with several September dates. 
Can you please ask him to take a look—as you will see the scheduling on this is not easy—and give us his 
thoughts on what he’d like to do? The sooner we can lock down some dates the better (we'll discuss the 
agenda on our Sept 5 EC call as noted in the slides.) 


Regards, 


David Wholley 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 26 Feb 2014 14:24:39 -0500 

To: ‘Chin@phrma.org' 

Ce: 'SAlesci@phrma.org';Collins, Francis (NIH/OD) [E];Hudson, Kathy (NIH/OD) 
[E];Melencio, Cheryl (FNIH) [T] 

Subject: Re: New Members of AMP 


Bill: That's great news-by all means. Cheryl Melencio can work with your office to set up a call with the 
two of us at your earliest convenience. Thanks, 
David 


From: Chin, Bill [mailto:Chin@phrma.org] 

Sent: Wednesday, February 26, 2014 02:17 PM 

To: Wholley, David (FNIH) [T] 

Cc: Alesci, Salvatore <SAlesci@phrma.org>; Collins, Francis (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: New Members of AMP 


David, | hope all is well. | have been approached by a member company who is not in the “founders” 
group of AMP but would like to see how to participate. I’m sure that you’ve had thoughts about this 
matter, and wonder if it might be worthwhile having a brief chat about this possibility. Thanks. Bill 


William W. Chin, M.D. 
Executive Vice President 
Scientific and Regulatory Affairs 
PhRMA 

950 F Street NW, Suite 300 
Washington DC 20004 
Telephone: 202-835-3558 
Telefax: 202-715-7088 

Email: chin@phrma.org 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 23 Feb 2015 08:54:11 -0500 
To: Collins, Francis (NIH/OD) [E];Smith, Philip (NIH/NIDDK) [E] 
Subject: Re: Next steps for AMP 


| think this is a good outcome. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, February 22, 2015 09:41 PM 

To: Wholley, David (FNIH) [T]; Smith, Philip (NIH/NIDDK) [E] 
Subject: FW: Next steps for AMP 


Reaction? 


From: Perlmutter, Roger M [mailto:roger.perimutter@merck.com] 

Sent: Sunday, February 22, 2015 6:01 PM 

To: Collins, Francis (NIH/OD) [E]; Miletich, Joseph 

Ce: Wood, Gretchen (NIH/OD) [E]; Wholley, David (FNIH) [T]; Jenkins, Christine S.; Smith, Philip 
(NIH/NIDDK) [E]; Rodgers, Griffin (NIH/NIDDK) [E] 

Subject: RE: Next steps for AMP 


Francis: 


After considerable internal discussion, [ite 


| think that these two appointments will position us to contribute in exactly the way that you suggest. 


With all best wishes, 


RMP. 


From: Collins, Francis (NIH/OD) [E] {9 ee@ 
Sent: Sunday, February 22, 2015 1:13 AM 
To: Perlmutter, Roger M 


NIH - 005229 


Cc: Wood, Gretchen (NIH/OD) [E]; Wholley, David (FNIH) [T]; Jenkins, Christine S.; Smith, Philip 
(NIH/NIDDK) [E]; Rodgers, Griffin (NIH/NIDDK) [E] 
Subject: Next steps for AMP 


Hi Roger, 


\'m glad we were able to speak a week ago about the status of the Accelerated Medicines Partnership 
(AMP), 
————————— eee 
EEE 
[| 


For context, | attach the membership of the leadership teams for AMP (as of November 2014), prior to 
two recent changes that caused me to call you. 


Please let me know your thoughts. | really want to be sure that Merck is a deeply engaged participant in 
this experiment! 


Best, Francis 


Notice: This e-mail message, together with any attachments, contains 
information of Merck & Co., Inc. (One Merck Drive, Whitehouse Station, 
New Jersey, USA 08889), and/or its affiliates Direct contact information 
for affiliates is available at 

http:/Awww.merck.com/contact/contacts.html) that may be confidential, 
proprietary copyrighted and/or legally privileged. It is intended solely 

for the use of the individual or entity named on this message. If you are 
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not the intended recipient, and have received this message in error, 
please notify us immediately by reply e-mail and then delete it from 
your system. 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 23 Feb 2015 09:28:03 -0500 

To: Smith, Philip (NIH/NIDDK) [E] 

Ce: Collins, Francis (NIH/OD) [E];Vassileva, Maria (FNIH) [Tj;Mefenzio, Cheryl (FNIH) 
(T] 

Subject: RE: Next steps for AMP 


Sure; | was just suggesting we give him some background on AMP in general and the T2D initiative—did 
not know whether you wanted to sit through all that, just let us know. Assumed you would then chat 
with him about your individual expectations. Can all be one call if you like, just being respectful of your 
time. 

David 


From: Smith, Philip (NIH/NIDDK) [E] 

Sent: Monday, February 23, 2015 9:17 AM 

To: Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E] 
Subject: RE: Next steps for AMP 


| assume that Roger has discussed this with Peter. | was planning to send him an e-mail invite to have a 
call to discuss the expectations this week. 


From: Wholley, David (FNIH) [T] 

Sent: Monday, February 23, 2015 8:54 AM 

To: Collins, Francis (NIH/OD) [E]; Smith, Philip (NIH/NIDDK) [E] 
Subject: Re: Next steps for AMP 


| think this is a good outcome. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, February 22, 2015 09:41 PM 

To: Wholley, David (FNIH) [T]; Smith, Philip (NIH/NIDDK) [E] 
Subject: FW: Next steps for AMP 


Reaction? 


From: Perlmutter, Roger M [mailto:roger.perlmutter@merck.com. 

Sent: Sunday, February 22, 2015 6:01 PM 

To: Collins, Francis (NIH/OD) [E]; Miletich, Joseph 

Cc: Wood, Gretchen (NIH/OD) [E]; Wholley, David (FNIH) [T]; Jenkins, Christine S.; Smith, Philip 
(NIH/NIDDK) [E]; Rodgers, Griffin (NIH/NIDDK) [E] 

Subject: RE: Next steps for AMP 


Francis: 
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After considerable internal discussion, 


| think that these two appointments will position us to contribute in exactly the way that you suggest. 
With all best wishes, 


RMP 


From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, February 22, 2015 1:13 AM 

To: Perlmutter, Roger M 

Ce: Wood, Gretchen (NIH/OD) [E]; Wholley, David (FNIH) [T]; Jenkins, Christine S.; Smith, Philip 
(NIH/NIDDK) [E]; Rodgers, Griffin (NIH/NIDDK) [E] 

Subject: Next steps for AMP 


Hi Roger, 


I'm glad we were able to speak a week ago about the status of the Accelerated Medicines Partnership 


(AMP), 
Se) 
aa 
i) 


For context, | attach the membership of the leadership teams for AMP (as of November 2014), prior to 
two recent changes that caused me to call you. 
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Please let me know your thoughts. | really want to be sure that Merck is a deeply engaged participant in 
this experiment! 


Best, Francis 


Notice: This e-mail message, together with any attachments, contains 
information of Merck & Co., Inc. (One Merck Drive, Whitehouse Station, 
New Jersey, USA 08889), and/or its affiliates Direct contact information 
for affiliates is available at 

http:/Awww.merck.com/contact/contacts.html) that may be confidential, 
proprietary copyrighted and/or legally privileged. It is intended solely 

for the use of the individual or entity named on this message. If you are 
not the intended recipient, and have received this message in error, 

please notify us immediately by reply e-mail and then delete it from 

your system. 
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From: Wholley, David (FNIH) [T] 


Sent: Tue, 11 Feb 2014 16:01:22 -0500 

To: Collins, Francis (NIH/OD) [E];Chin, Bill (Chin@phrma.org) 

Ce: Myles, Renate (NIH/OD) [E];Wood, Gretchen (NIH/OD) [E];8urklow, John 
(NIH/OD) [E];Cush, Ronda (Asst. to Mr. Wheadon) (rcush@phrma.org);Melencio, Cheryl (FNIH) [T] 
Subject: RE: BioCentury TV interview tomorrow 


Correction, the lupus person is Sandra Raymond, CEO of Lupus Foundation of America, who is indeed 
part of AMP. One of the logistics emails | received had the wrong name (and when you google the name 
there just happens to be a Sandra Myers who is also a lupus advocate.) Sorry for the confusion. David 


From: Wholley, David (FNIH) [T] 

Sent: Tuesday, February 11, 2014 3:42 PM 

To: Collins, Francis (NIH/OD) [E]; Chin, Bill (Chin@phrma.org) 

Ce: Myles, Renate (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E]; Burklow, John (NIH/OD) [E]; Cush, 
Ronda (Asst. to Mr. Wheadon) (rcush@phrma.org); Melencio, Cheryl (FNIH) [T] 

Subject: BioCentury TV Interview tomorrow 

Importance: High 


Francis, Bill: 


| just spent a few minutes on the phone with Steve Usdin of BioCentury to get a preview of tomorrow’s 
group interview and thought I’d share what | heard. As you may know we will be joined by a patient 
advocate, Sandra Myers of the SLE Lupus Foundation (who is someone Steve has apparently had on his 
show before, but not someone either we or NIH has formally approached to be part of AMP as far as | 
know). Steve said he’s likely to ask about the following: 


Hope this is helpful. 
David 


David Wholley 
Director, The Biomarkers Consortium 
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Foundation for the National Institutes of Health 
9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 594-6343 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2011 


©FNIH 


NIH - 005236, 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 19 Nov 2013 16:14:14 -0500 

To: Cuss, Francis;Collins, Francis (NIH/OD) [E] 

Ce: ringel.michaelbcg.com;Sarah Cairns-Smith;Decicco, Carl 
Subject: RE: BMS Commitment to TVC 


Understand, Francis. Can you please let us know the name and contact information of the individual 
from BMS whom you want to join the immune disease group so we can get them integrated into the 
effort? Thanks, David 


From: Cuss, Francis [mailto:francis.cuss@bms.com] 

Sent: Tuesday, November 19, 2013 3:16 PM 

To: Collins, Francis (NIH/OD) [E]; Wholley, David (FNIH) [T] 
Ce: ringel.michaelbcg.com; Sarah Cairrs-Smith ; Decicco, Carl 
Subject: BMS Commitment to TVC 


Dear Francis & David, 


| wanted to reconfirm BMS’s commitment to be part of the Target Validation Consortium and will be 
paying the ‘commitment’ fee in due course. 


However as you will probably have seen we announced an evolution of our R&D strategy last week, 
which resulted in us focusing our efforts where we are strongest scientifically and where we feel there 
will be the most the most need in the future. It’s always hard to stop areas of research to which people 
have committed much effort, but we’re excited about the opportunities that the additional focus will 
bring. We’ve not talked much about this outside of BMS, but | attach a high-level statement we posted 
on our web site for your information. 


| hope that will not cause too much churn, but it will allow us to align our internal BMS interests more 
closely with those of the TVC . | would appreciate it if BCG could change their master tracker 
appropriately. 


I'm actually travelling abroad until after Thanksgiving, but would be happy to explain more, in person, 
after that time. 


Best regards, 
Francis 


Bristol-Myers Squibb Evolves R&D Strategy 
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Bristol-Myers Squibb is evolving its strategic focus in R&D to ensure continued leadership in 
delivering innovative medicines for patients with serious disease. The company will focus 
investment on priority areas such as immuno-oncology, delivering its late-stage pipeline across 
all its therapeutic areas and focusing discovery to explore disease areas of highest unmet 
medical need where the company can bring the greatest value. The evolved strategic focus in 
R&D will support and advance Bristol-Myers Squibb’s overall biopharma strategy, which remains 


unchanged. 


“We are focusing our R&D organization on delivering the opportunities where the value is 
greatest to patients,” said Francis Cuss, Executive Vice President and Chief Scientific Officer, 
Bristol-Myers Squibb. “We have decided to shift R&D toward a more specialty BioPharma model 
that focuses on the areas of significant unmet medical need, driving near-term growth through 
our current late-stage portfolio and on ensuring the long-term growth of the company by 


evolving the disease areas and drug platforms on which we concentrate our research efforts.” 


Under this new strategic focus in R&D, Bristol-Myers Squibb will 

¢ Continue to advance the lifecycle and late-stage pipeline, executing development, 
regulatory and commercial plans for the diabetes franchise, Eliquis, Sprycel, Orencia, 
Erbitux, Baraclude, Reyataz/Sustiva, and hepatitis C. 

e Increase investment in immuno-oncology, an area of significant opportunity, to realize the 
full potential of immunotherapy in certain cancers. 

* Evolve the disease areas and drug platforms on which we concentrate our research efforts 
to drive growth for the company in 2020 and beyond by discontinuing broad based 
discovery work in hepatitis C, diabetes and neuroscience. The company will continue to 


focus on HIV, HBV, heart failure, oncology, immunoscience and fibrotic diseases. 


This message (including any attachments) may contain confidential, proprietary, privileged and/or private 
information. The information is intended to be for the use of the individual or entity designated above. If 
you are not the intended recipient of this message, please notify the sender immediately, and delete the 
message and any attachments. Any disclosure, reproduction, distribution or other use of this message or 


any attachments by an individual or entity other than the intended recipient is prohibited. 
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From: Wholley, David (FNIH) [T] 


Sent: Tue, 19 Nov 2013 20:07:49 -0500 

To: Cuss, Francis;Collins, Francis (NIH/OD) [E] 

ce: (EERIE Decicco, Carl:Narula, 
Satwant;Palisch Chase J ®@)@) Hoffmann, Steve (FNIH) [T] 

Subject: RE: BMS Commitment to TVC 


Thanks, Francis. Will do. 


From: Cuss, Francis [mailto:francis.cuss@bms.com] 

Sent: Tuesday, November 19, 2013 5:13 PM 

To: Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E] 

Ce: Hf) Ms LO [ll ly MME IXG Decicco, Carl; Narula, Satwant 
Subject: Re: BMS Commitment to TVC 


David, 
Thank you. 


We have been involved in this work stream until quite recently, so | don't think it will be too much of an 
issue. I've been keeping them in the loop also. 


| suggest you contact Dr Satwant Narula at satwant.narula@bms.com and she can take it from there. 
Best, 
Francis 


From: Wholley, David (FNIH) [T] [mailto:dwholley@fnih.org] 
Sent: Tuesday, November 19, 2013 04:14 PM 


To: Cuss, Francis; Collins, Francis (NIH/OD) [E] 
St ee Sarah Cairrs-Smith ; Decicco, Carl 
Subj 


ject; RE: BMS Commitment to TVC 


Understand, Francis. Can you please let us know the name and contact information of the individual 
from BMS whom you want to join the immune disease group so we can get them integrated into the 
effort? Thanks, David 


From: Cuss, Francis [mailto:francis.cuss@bms.com’ 

Sent: Tuesday, November 19, 2013 3:16 PM 

To: Collins, Francis (NIH/OD) [E]; Wholley, David (FNIH) [T] 
Ce: (PG Sarah Cairrs-Smith ; Decicco, Carl 
Subject: BMS Commitment to TVC 


Dear Francis & David, 


| wanted to reconfirm BMS’s commitment to be part of the Target Validation Consortium and will be 
paying the ‘commitment’ fee in due course. 
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However as you will probably have seen we announced an evolution of our R&D strategy last week, 
which resulted in us focusing our efforts where we are strongest scientifically and where we feel there 
will be the most the most need in the future. It’s always hard to stop areas of research to which people 
have committed much effort, but we’re excited about the opportunities that the additional focus will 
bring. We’ve not talked much about this outside of BMS, but | attach a high-level statement we posted 
on our web site for your information. 


| hope that will not cause too much churn, but it will allow us to align our internal BMS interests more 
closely with those of the TVC . | would appreciate it if BCG could change their master tracker 
appropriately. 


I'm actually travelling abroad until after Thanksgiving, but would be happy to explain more, in person, 
after that time. 


Best regards, 
Francis 


Bristol-Myers Squibb Evolves R&D Strategy 


Bristol-Myers Squibb is evolving its strategic focus in R&D to ensure continued leadership in 
delivering innovative medicines for patients with serious disease. The company will focus 
investment on priority areas such as immuno-oncology, delivering its late-stage pipeline across 
all its therapeutic areas and focusing discovery to explore disease areas of highest unmet 
medical need where the company can bring the greatest value. The evolved strategic focus in 
R&D will support and advance Bristol-Myers Squibb’s overall biopharma strategy, which remains 


unchanged. 


“We are focusing our R&D organization on delivering the opportunities where the value is 
greatest to patients,@@ said Francis Cuss, Executive Vice President and Chief Scientific Officer, 
Bristol-Myers Squibb. “We have decided to shift R&D toward a more specialty BioPharma model 
that focuses on the areas of significant unmet medical need, driving near-term growth through 
our current late-stage portfolio and on ensuring the long-term growth of the company by 
evolving the disease areas and drug platforms on which we concentrate our research 


efforts. © 
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Under this new strategic focus in R&D, Bristol-Myers Squibb will 

* Continue to advance the lifecycle and late-stage pipeline, executing development, 
regulatory and commercial plans for the diabetes franchise, Eliquis, Sprycel, Orencia, 
Erbitux, Baraclude, Reyataz/Sustiva, and hepatitis C. 

¢ Increase investment in immuno-oncology, an area of significant opportunity, to realize the 
full potential of immunotherapy in certain cancers. 

¢ Evolve the disease areas and drug platforms on which we concentrate our research efforts 
to drive growth for the company in 2020 and beyond by discontinuing broad based 
discovery work in hepatitis C, diabetes and neuroscience. The company will continue to 


focus on HIV, HBV, heart failure, oncology, immunoscience and fibrotic diseases. 


This message (including any attachments) may contain confidential, proprietary, privileged and/or private 
information. The information is intended to be for the use of the individual or entity designated above. If 
you are not the intended recipient of this message, please notify the sender immediately, and delete the 
message and any attachments. Any disclosure, reproduction, distribution or other use of this message or 


any attachments by an individual or entity other than the intended recipient is prohibited. 


This message (including any attachments) may contain confidential, proprietary, privileged and/or private 
information. The information is intended to be for the use of the individual or entity designated above. If 
you are not the intended recipient of this message, please notify the sender immediately, and delete the 
message and any attachments. Any disclosure, reproduction, distribution or other use of this message or 


any attachments by an individual or entity other than the intended recipient is prohibited 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 8 Jan 2014 14:57:48 -0500 

To: Chin, Bill; Hudson, Kathy (NIH/OD) [E] 

Ce: Fischer, Stephanie;Collins, Francis (NIH/OD) [E] 

Subject: RE: Communications contact sought for public announcement of AMP 


Actually Bill, yes that very name was specifically discussed, but the group felt the colloquial “energy” 
implied by AMP (AMP’d up, you know) was even better! 


From: Chin, Bill [mailto:Chin@phrma.org] 

Sent: Wednesday, January 08, 2014 2:33 PM 

To: Hudson, Kathy (NIH/OD) [E] 

Ce: Fischer, Stephanie; Collins, Francis (NIH/OD) [E]; Wholley, David (FNIH) [T] 
Subject: RE: Communications contact sought for public announcement of AMP 


Hi Kathy, Happy new year! The Comms contact at PhRMA for AMP is Stephanie Fischer. Her email 
address is included in the cc: We are really glad that this initiative if getting off the ground. As for the 
new name, AMP is good. But did you, David and Francis consider the “energy” that would be inherent in 
an alternative moniker: ATP [Accelerating Therapeutics Partnership]? © Bill 


From: Hudson, Kathy (NIH/OD) [E] (oo 


Sent: Friday, January 03, 2014 10:00 PM 

To: lon.r.cardon@gsk.com; Chin, Bill; francis.cuss@bms.com; mikael.dolsten@pfizer.com; 
WHait@ITS.JNJ.COM; lundberg_jan@lilly.com; COyler@its.jnj.com; james.p.sullivan@abbvie.com; 
patrick.5.vallance@qsk.com; rupert_vessey@merck.com; Doug.williams@biogenidec.com; 


tachi.yamada@takeda.com; Official 
Cc: Burklow, John (NIH/OD) [E]; Wholley, David (FNIH) [T]; Devaney, Stephanie (NIH/OD) [E]; 
Cairns-Smith Sarah (0) 9) ) | SG; Palisch Chase 


Subject: Commu ions contact sought for public announcement of AMP 


Hi everyone — 


As we gear up for the launch of AMP (Accelerating Medicines Partnership - formerly known as the 
Target Validation Consortium or TVC), ’d like to get the NIH communications team working with all of 
your communications folks, Could you please send me and John Burklow the contact information for 
the person that we should be working with to generate materials and plan for the AMP announcement? 
It would be great to get those contacts early next week so that John can start working with them as 
plans take shape. 


Thank you so much. 


Kathy 


Kathy L. Hudson, Ph.D. 
Deputy Director for Science, Outreach, anc Policy 
National Institutes of Health 
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National Institutes of Health 
Tumning Discovery Into Health 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 19 Apr 2015 12:43:01 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Melencio, Cheryl (FNIH) [T] 

Subject: RE: Confirming Attendance at April 24 AMP EC Teleconference -- Note from 


Mikael Dolsten’s office 


Ok, will do. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, April 19, 2015 12:36 PM 

To: Wholley, David (FNIH) [T] 

Cc: Gadbois, Ellen (NIH/OD) [E]; Melencio, Cheryl (FNIH) [T] 

Subject: RE: Confirming Attendance at April 24 AMP EC Teleconference -- Note from Mikael Dolsten's 
office 


We've not done that before — but | suppose it would be OK for Sogaard to call in and listen to the 
discussion, with the understanding that it is his role to report to Mikael, and this is a one-time 
arrangement. 


Fe 


From: Wholley, David (FNIH) [T] 

Sent: Friday, April 17, 2015 8:30 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Gadbois, Ellen (NIH/OD) [E]; Melencio, Cheryl (FNIH) [T] 

Subject: FW: Confirming Attendance at April 24 AMP EC Teleconference -- Note from Mikael Dolsten's 
office 


Francis, 

Mikael Dolsten has let us know he is unable to make the EC call next Friday, April 24 and wants to know 
if it is OK for him to substitute one of his lieutenants, Martin Sogaard , information below). We have to 
be careful of course about substitutions but main agenda item besides the usual updates is to discuss 
how we will handle the May 1 Extended EC call, so having someone as Mikael’s eyes and ears on that 
subject might be appropriate for this particular call. What do you think? 


PS, we are confirming Mike Decker (AD co-chair from Abbvie) and Marty Hodge (RA/SLE co-chair from 
Pfizer) but everyone else except Rick Lifton has responded positively for this 4/24 EC call. 


Thanks, 
David 


From: Protasiewicz, Ann [mailto:Ann.Protasiewicz@pfizer.com 

Sent: Friday, April 17, 2015 7:46 AM 

To: Melencio, Cheryl (FNIH) [T] 

Subject: RE: Confirming Attendance at April 24 AMP EC Teleconference 


NIH - 005244 


Cheryl, 


Any word on this? | need to let the person who may fill in for Mikael know whether or not it is 
permissible for him to participate in Mikael’s stead. 


Ann 


Ann Martin Protasiewicz 
Executive Assistant to 
Mikael Dolsten, President 
Worldwide Research and Development 
Pfizer Inc 
235 East 42" Street, Floor 22 
New York, NY 10017 
212-733-5859 (Office) 
(Mobile) 
E-Mail — ann.protasiewicz@pfizer.com 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org] 

Sent: Tuesday, April 14, 2015 4:57 PM 

To: Protasiewicz, Ann 

Subject: RE: Confirming Attendance at April 24 AMP EC Teleconference 


David hasn’t responded to me yet. | will check with him and let you know. 


Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480.2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2012 


SFNIH 


From: Protasiewicz, Ann [mailto:Ann.Protasiewicz@pfizer.com] 

Sent: Tuesday, April 14, 2015 4:54 PM 

To: Melencio, Cheryl (FNIH) [T] 

Subject: RE: Confirming Attendance at April 24 AMP EC Teleconference 


Dear Cheryl, 

| had sent the attached e-mail. Mikael Dolsten now has a conflict with the AMP Executive Committee 
Teleconference on Friday, April 24. Is it permissible for him to have one of his direct reports participate 
in the Teleconference in his stead? 


Ann 


NIH - 005245, 


Ann Martin Protasiewicz 
Executive Assistant to 
Mikael Dolsten, President 
Worldwide Research and Development 
Pfizer Inc 
235 East 42" Street, Floor 22 
New York, NY 10017 
212-733-5859 (Office) 
(Mobile) 
E-Mail — ann.protasiewicz@pfizer.com 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org 

Sent: Tuesday, April 14, 2015 4:47 PM 

To: Buckholtz, Neil (NIH/NIA) [E]; Carter, Robert (NIH/NIAMS) [E]; Collins, Francis (NIH/OD) [E]; Cuss, 
Francis; Decker, Mike; Devaney, Stephanie (NIH/OD) [E]; Dolsten, Mikael; Gadbois, Ellen (NIH/OD) [E]; 
Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; Hudson, Kathy (NIH/OD) [E]; Hutton, Mike; Katz, Stephen 
I. (NIH/NIAMS) [E]; richard.lifton; Lundberg, Jan; Rodgers, Griffin (NIH/NIDDK) [E]; Smith, Philip 
(NIH/NIDDK) [E]; Stein, Peter; Terry, Sharon MA 

Cc: Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Capello, Elizabeth; Clark, Katie; 
Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta (NIH/OD) [E]; Edmonds, Pamela; Gwaldis, Janice; 
Hennessey, Shawn; McManus, Ayanna {NIH/OD) [E]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; 
Parpana, Sarah (NIH/NIDDK) [C]; Poole, Charlene (NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda 
(NIH/OD) [E]; Sheehan, Joan (NIH/NIA) [E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen 
(NIH/OD) [E]; Zander, Debra 

Subject: Confirming Attendance at April 24 AMP EC Teleconference 


Good afternoon 

Please confirm your attendance for the AMP EC Call on April 24 at 8 a.m. —9 a.m. Eastern time. 
Thank you. 

Cheryl 


Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2012 


SFNIH 


NIH - 005246 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 22 Sep 2014 11:05:46 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: FNIH AMP review process 


Thanks, 
David 


From: <Collins>, "Francis [E] (NIH/OD)" (ee 
Date: Saturday, September 20, 2014 at 8:46 AM 


To: David Wholley <dwholley@fnih.org> 
Subject: FNIH AMP review process 


Hi David, 


NIH - 005247 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 28 Mar 2014 09:10:33 -0400 
To: Gadbois, Ellen (NIH/OD) [E] 

Ce: Collins, Francis (NIH/OD) [E] 
Subject: Re: Imitation is the sincerest form... 


Yes, this must have got caught in my internal spam filter because of the address...thanks for sending 


From: <Gadbois>, Ellen Gadbois Oo 


Date: Friday, March 28, 2014 at 9:02 AM 


To: David Wholley <dwholley@fnih.org> 
Subject: FW: Imitation is the sincerest form... 


Here’s the email from Dr. Collins to send around. | don’t know what's up with the “From” address. 


From: OD Labc (NIH/OD) 

Sent: Wednesday, March 26, 2014 7:01 PM 

To: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Gadbois, 
Ellen (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; Katz, Stephen I. (NIH/NIAMS) [E]; Carter, Robert 
(NIH/NIAMS) [E]; Rodgers, Griffin (NIH/NIDDK) [E]; Buckholtz, Neil (NIH/NIA) [E]; Smith, Philip 
(NIH/NIDDK) [E]; Wholley, David (FNIH) [T] 

Subject: Imitation is the sincerest form... 


Hi all, 


See attached announcement of a British version of a program that has a lot in common with AMP. 


FC 


NIH - 005248 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 31 Jan 2014 17:14:52 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Burklow, John (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E];Myles, Renate (NIH/OD) 
[E];Wolf-Rodda, Julie (FNIH) [T] 

Subject: RE: patient organizations and AMP 


Wonderful, Francis, thanks so much. We will follow up with Larry; hopefully they will rethink their 
position. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, January 31, 2014 5:01 PM 

To: Wholley, David (FNIH) [T] 

Ce: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Wolf-Rodda, 
Julie (FNIH) [T] 

Subject: RE: patient organizations and AMP 


| spoke with Larry Hausner, just to be sure he knew about the forthcoming announcement, and that T2D 
was one of the diseases featured. He had been informed about this through Bob Ratner, but was 


grateful for the call. | mentioned that JDRF might be coming in. 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Friday, January 31, 2014 12:13 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Wolf-Rodda, 
Julie (FNIH) [T] 

Subject: RE: patient organizations and AMP. 


Let me know if you have further questions. 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, January 31, 2014 11:38 AM 

To: Wholley, David (FNIH) [T] 

Cc: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Wolf-Rodda, 
Julie (FNIH) [T] 

Subject: RE: patient organizations and AMP 


What kind of financial contribution are the non-profits being asked to make? 


From: Wholley, David (FNIH) [T] 
Sent: Friday, January 31, 2014 10:56 AM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Wolf-Rodda, 
Julie (FNIH) [T] 

Subject: RE: patient organizations and AMP 

Importance: High 


Francis, here’s the follow-up: 


Will send you all the phone numbers by email momentarily. 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, January 31, 2014 8:19 AM 

To: Wholley, David (FNIH) [T] 

Cc: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: patient organizations and AMP 


Hi David, 


NIH - 005250 


It’s great to hear that a couple of patient organizations have signed on to the RA/lupus part of AMP. 
That just leaves T2D as the topic that still needs patient support. | would hope that the ADA would see 
this as a great thing for them. Is there anything | can do to help with that? Of course | can’t do fund- 
raising, but | can explain the promise of the program, if that would be useful. 


FC 


NIH - 005251 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 10 Feb 2015 17:10:33 -0500 
To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E] 
Subject: RE: Perlmutter 


Thanks, Francis. 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Tuesday, February 10, 2015 4:57 PM 
To: Wholley, David (FNIH) [T] 

Ce: Gadbois, Ellen (NIH/OD) [E] 

Subject: Perlmutter 


Hi David, 


| reached Roger P just now. 


NIH - 005252 


From: Wholley, David (FNIH) [T] 

Sent: Tue, 29 Oct 2013 16:18:38 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Ringel Michael) OG, cairns-Smith Sarah FOO 
a Palisch Chase 9 @@Hudson, Kathy (NIH/OD) [E] 


Subje RE: PhRMA and TVC 


Francis, | recall when we discussed this last Friday 


Just want to be absolutely sure before | do. 


From: Collins, Francis (NIH/OD) [E] 
Sent: Tuesday, October 29, 2013 3:54 PM 

To: Wholley, David (FNIH) [T] 

Cc; Ringel Michael ; Cairns-Smith Sarah (I yyyyy@G; Palisch 
Chase ; Hudson, Kathy (NIH/OD) [E] 

Subject: RE: PhRMA and TVC 


Great. But let's be clear, Bill is on the EXTENDED Steering Committee, not the Executive Committee. 


ke 


From: Wholley, David (FNIH) [T] 
Sent: Tuesday, October 29, 2013 3:50 PM 
To: Collins, Francis (NIH/OD) [E] 


Ce: Ringel Michael Cairns-Smith Sarah (I yyyyyyyy@@palisch 
Chase ; Hudson, Kathy (NIH/OD) [E] 


Subject: RE: PhRMA and TVC 


No, Francis, | have already taken care cf iin? 


David 


From: Collins, Francis (NIH/OD) [E] 
Sent: Tuesday, October 29, 2013 3:47 PM 
To: Wholley, David (FNIH) [T] 


Ce: Ringel Michael Cairns-Smith Sarah (yyy Palisch 
Chase ); Hudson, Kathy (NIH/OD) [E] 


Subject: FW: PhRMA and TVC 


Hi David, 


NIH - 005253, 


| just realized | wasn’t certain how the loop was to be closed oe 
8 *E 


FC 


oo Original Message----- 

From: Dolsten, Mikael [mailto:Mikael.Dolsten@pfizer.com] 

Sent: Friday, October 25, 2013 5:51 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: 'lundberg_jan@lilly.com' (lundberg jan@lilly.com); Cuss, Francis (francis.cuss@bms.com); Cairns- 
Smith Sarah (yyy; wholley, David (FNIH) [T]; RINGEMO1; Hudson, Kathy 
(NIH/OD) [E] 

Subject: Re: PhRMA and TVC 


lam fine 
Mikael 


From: Jan Lundberg [mailto:lundberg_jan@lilly.co 
Sent: Saturday, October 26, 2013 6:38 AM 

To: Collins, Francis (NIH/OD) [E] 

Subject: Re: PhRMA and TVC 


Ok with me 
Best 
Jan 


Skickat fran min iPhone 


Oct 25, 2013 kl. 4:45 PM skrev "Collins, Francis (NIH/OD) [E]" woe: 
Hi Mikael and Jan, 


Francis Cuss just called me to report on the interactions that you three have been having about the 
possibility of PhRMA playing some rolein the TVC. | understand that there are some reservations about 
how useful this would be, given the history — but | am not hearing that there are major negatives. From 
an optics perspective, and perhaps on the chance that the PhRMA SLAC actually turns out to be a useful 
venue for collaborative ventures, | think it would be appropriate to invite their participation at the dollar 
figure already proposed. We could then add Bill Chin to the Extended Steering Committee (not the 
Executive Committee). 


Francis Cuss is OK with that plan. But | want to be sure that you two are also. If either of you have 
objections, please let me know in the next 24 hours or so. 


Thanks, Francis 


NIH - 005254 


From: Wholley, David (FNIH) [T] 

Sent: Tue, 29 Oct 2013 15:50:08 -0400 

Collins, Francis (NIH/OD) [E] 

Ringel Michael) yy OGcairns-Smith Sarah FOO 
alisch Chase ff) @;Hudson, Kathy (NIH/OD) [E] 


RE: PhRMA and TVC 


From: Collins, Francis (NIH/OD) [E] 
Sent: Tuesday, October 29, 2013 3:47 PM 

To: Wholley, David (FNIH) [T] 

Cc; Ringel Michael ; Cairns-Smith Sarah yyy); Palisch 
Chase ; Hudson, Kathy (NIH/OD) [E] 

Subject: FW: PhRMA and TVC 


Hi David, 


FC 


-----Original Message----- 

From: Dolsten, Mikael [mailto:Mikael.Dolsten@pfizer.com 

Sent: Friday, October 25, 2013 5:51 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: lundberg_jan@lilly.com’ (lundberg jan@lilly.com); Cuss, Francis (francis.cuss@bms.com); Cairns- 
Smith Sarah yO Wholley, David (FNIH) [T]; RINGEMO1; Hudson, Kathy 
(NIH/OD) [E] 

Subject: Re: PhRMA and TVC 


lam fine 
Mikael 


From: Jan Lundberg 

Sent: Saturday, October 26, 2013 6:38 AM 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: PhRMA and TVC 


Ok with me 
Best 


NIH - 005255 


Jan 
Skickat fran min iPhone 


Oct 25, 2013 kl. 4:45 PM skrev "Collins, Francis (NIH/OD) [E] yoo 


Hi Mikael and Jan, 


Francis Cuss just called me to report on the interactions that you three have been having about the 
possibility of PhRMA playing some rolein the TVC. | understand that there are some reservations about 
how useful this would be, given the history — but | am not hearing that there are major negatives. From 
an optics perspective, and perhaps on the chance that the PhRMA SLAC actually turns out to be a useful 
venue for collaborative ventures, | think it would be appropriate to invite their participation at the dollar 
figure already proposed. We could then add Bill Chin to the Extended Steering Committee (not the 
Executive Committee). 


Francis Cuss is OK with that plan. But | want to be sure that you two are also. If either of you have 
objections, please let me know in the next 24 hours or so. 


Thanks, Francis 


NIH - 005256, 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 29 Oct 2013 17:15:28 -0400 
To: Collins, Francis (NIH/OD) [E] 
Cc: Ringel Michael) OG, cairns-Smith Sarah FOO 


[ERNNNNN:Palisch Chase lNNNNNOXM®:Hudson, Kathy (NIH/O0) [E] 


Subject: RE: PhRMA and TVC 


Why don’t | just ask him? It may be that being on the committee that has (more of) the R&D heads on 
it may be more valuable. If he objects, we can take it from there. 


From: Collins, Francis (NIH/OD) [E] 
Sent: Tuesday, October 29, 2013 4:31 PM 
To: Wholley, David (FNIH) [T] 


Ce: Ringel Michael Cairns-Smith Sarah (yw); Palisch 
Chase ); Hudson, Kathy (NIH/OD) [E] 


Subject: RE: PhRMA and TVC 


Hmm. When | spoke by phone with 


But | hope this doesn’t create a major embarrassment, or come across as a bait and switch — if you think 
it might, we could probably reconsider. 


FC, 


From: Wholley, David (FNIH) [T] 
Sent: Tuesday, October 29, 2013 4:19 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Ringel Michael Cairns-Smith Sarah (OG; Palisch 
Chase ; Hudson, Kathy (NIH/OD) [E] 

Subject: RE: PhRMA and TVC 


From: Collins, Francis (NIH/OD) [E] 


Sent: Tuesday, October 29, 2013 3:54 PM 
To: Wholley, David (FNIH) [T] 


Ce: Ringel Michael ; Cairns-Smith Sara yyy); Palisch 
Chase ; Hudson, Kathy (NIH/OD) [E] 


Subject: RE: PhRMA and TVC 


Great. But let's be clear, Bill is on the EXTENDED Steering Committee, not the Executive Committee. 


NIH - 005257 


FC 


From: Wholley, David (FNIH) [T] 
Sent: Tuesday, October 29, 2013 3:50 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Ringel Michael ; Cairns-Smith Sarah (NO ; Palisch 
Chase Hudson, Kathy (NIH/OD) [E] 

Subject: RE: PhRMA and TVC 


No, Francis, | have already taken care of it 


David 


From: Collins, Francis (NIH/OD) [E] 
Sent: Tuesday, October 29, 2013 3:47 PM 
To: Wholley, David (FNIH) [T] 


Ce: Ringel Micha Cairns-Smith Sarah (SP yyyyy@G,; Palisch 
Chase ; Hudson, Kathy (NIH/OD) [E] 

Subject: FW: PhRMA and TVC 

Hi David, 

| just realized | wasn’t certain how the loop was to be closed 
FC 


-----Original Message----- 

From: Dolsten, Mikael [mailto:Mikael.Dolsten@pfizer.com] 

Sent: Friday, October 25, 2013 5:51 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: 'lundberg_jan@lilly.com' (lundberg jan@lilly.com); Cuss, Francis (francis.cuss@bms.com); Cairns- 
Smith Sarah (GG; wholley, David (FNIH) [T]; RINGEMO1; Hudson, Kathy 
(NIH/OD) [E] 

Subject: Re: PhRMA and TVC 


lam fine 
Mikael 


From: Jan Lundberg jan@iil 
Sent: Saturday, October 74 “2013 6:38 AM 
To: Collins, Francis (NIH/OD) [E] 

Subject: Re: PhRMA and TVC 


NIH - 005258 


Ok with me 
Best 
Jan 


Skickat fran min iPhone 


Oct 25, 2013 kl. 4:45 PM skrev "Collins, Francis (NIH/OD) [E]" (Noe: 


Hi Mikael and Jan, 


Francis Cuss just called me to report on the interactions that you three have been having about the 
possibility of PHRMA playing some rolein the TVC. | understand that there are some reservations about 
how useful this would be, given the history — but | am not hearing that there are major negatives. From 
an optics perspective, and perhaps on the chance that the PhRMA SLAC actually turns out to be a useful 
venue for collaborative ventures, | think it would be appropriate to invite their participation at the dollar 
figure already proposed. We could then add Bill Chin to the Extended Steering Committee (not the 
Executive Committee). 


Francis Cuss is OK with that plan. But | want to be sure that you two are also, If either of you have 
objections, please let me know in the next 24 hours or so. 


Thanks, Francis 


NIH - 005259 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 5 Aug 2013 21:01:20 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: PhRMA discussion 


Thanks Francis, I'd misunderstood it to be tomorrow, but glad it went well. Bill has all the slides and 
plans. We'll follow up on our end as well, and let you know what we find out. 


From: Collins, Francis (NIH/OD) [E] 
Sent: Monday, August 05, 2013 03:23 PM 
To: Wholley, David (FNIH) [T] 

Subject: RF: PhRMA discussion 


Hi David, 


Thanks for your note — (INES. We had a very friendly call, and he 


outlined many of the same points in your message. He outlined the same list of priorities for the SLAC, 
and thought TVC might actually fit into the fourth one too, given the potential for White House interest 
in the consortium model. He sounded very supportive of the project — asked questions about how we 
would co-fund, was glad to hear you were involved. Apparently you and Maria are going down to see 
him shortly, feel free to bring this up. |am sending him the “pitch deck”. 


Thanks, Francis 


From: Wholley, David (FNIH) [T] 

Sent: Monday, August 05, 2013 2:16 PM 
To: Collins, Francis (NIH/OD) [E] 
Subject: PhRMA discussion 


Francis, | heard on our TVC call Friday that you are planning to meet this week with Bill Chin, with the 
scientific framework for the Consortium as one element of the discussion. [Too 


———— ee eel 
[EEE They have a rough draft 
(further elaboration underway) of a set of four strategic priorities (roadmap) that the Board has 
cdr: iii i ne) 
I) As you can see, the TVC does not fit neatly into 


any of these, but | think a case could be made that it has relevance to the first two and perhaps the 
third. There is also a strong push in general at PhRMA on Alzheimer’s, so perhaps some help there. I'm 
pretty sure Bill will bring this up though some may still technically under wraps so appreciate your 


discretion—thought knowing this beforehand might be of some help going in. David 


NIH - 005260 


David Wholley 

Director, The Biomarkers Consortium 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 594-6343 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2011 


oFNIH 


NIH - 005261 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 10 Apr 2014 14:12:46 -0400 

To: Collins, Francis (NIH/OD) [E];Gadbois, Ellen (NIH/OD) [E] 

Cr Hudson, Kathy (NIH/OD) [E];Wood, Gretchen (NIH/OD) [E];Devaney, Stephanie 
(NIH/OD) [E] 

Subject: Re: OK to cancel April AMP Exec Comm meeting? 

OK, will do. 


From: <Collins>, "Francis [E] (NIH/OD)" yoo 

Date: Thursday, April 10, 2014 at 1:27 PM 

To: Ellen Gadbois (oe 

Ce: Kathy Hudson) @G, "Wood, Gretchen (NIH/OD) [E]" Pee 
Stephanie Devaney 0G, David Wholley <dwholley@fnih.org> 

Subject: RE: OK to cancel April AMP Exec Comm meeting? 


Generally | like to keep these meetings happening every month, so that our Exec Comm stays fully 
engaged, But if that’s truly not possible on April 25, then there should at least be a cogent summary of 
status provided. 


FC 


From: Gadbois, Ellen (NIH/OD) [E] 

Sent: Thursday, April 10, 2014 9:52 AM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E]; Devaney, Stephanie (NIH/OD) [E] 
Subject: OK to cancel April AMP Exec Comm meeting? 


Dear Dr. Collins, 


Dr. Hudson asked me to contact you to see if you are comfortable having no AMP Executive Committee 
meeting in April. David Wholley would not be on the April 25" call, and the next date that would be 
good for the Executive Committee members is mid-May, which is close to the already-scheduled May 28 
meeting. David notes that there would not be much news to report in April, but there should be in May. 


If there is no April Executive Committee meeting, | would be happy to provide a summary of the status 
of the projects. 


Thanks, 
Ellen Gadbois 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, April 09, 2014 4:36 PM 

To: Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E] 

Subject: FW: Rescheduling of AMP EC Call Originally Scheduled for April 25 


NIH - 005262 


Ellen and Kathy— we originally had our next AMP EC call scheduled for April 25 but | realized about a week 
ago or so that Gat that time and would be unable to make 
acall. | asked Cheryl to find another time that could work and per her email below it looks like there is 
nothing until mid-May, when we would be on sitting the heels of the following meeting, currently scheduled 
for May 28. We can keep the meeting on the 25th if you want and have someone else run it, or we can skip 
this one if you think it reasonable to do so. (We don’t have a lot to discuss right now on an April agenda that 
| can see, but have some critical meetings in the T2D and AD project plans in the first half of May.) What are 
your thoughts on this? We’ve not moved anything at this point. Thanks David 


From: <Melencio>, Cheryl Melencio <cnelencio@fnih.org> 

Date: Wednesday, April 9, 2014 at 4:26 PM 

To: David Wholley <dwholley@fnih.org> 

Subject: Rescheduling of AMP EC Call Originally Scheduled for April 25 


David 


Per your request, | have been trying to reschedule the April 25 AMP EC call. | have been given the dates 
of May 1, 2, and May 7. 


The problem with the May 1 & 2 dates, the following industry representatives were not available: 
Cuss, Dolsten, Lundberg, Hutton, Plump. | then went back to Ayanna and got another date the next 
week that Dr. Collins was available which was May 7 from 10-11a.m. The responses | have gotten for 
that date of those not available are: Dolsten, Cuss, Hudson, Rodgers, Katz, Lifton. Those available are: 
Lundberg, Collins, Hodes, Katz. | was informed by Griffin Rodgers office that May 7 is the SMRB which 
involves many NIH IC Directors and is an all-day meeting. 


| have attached the responses for the April 25 call 


Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2012 


SFNIM 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 31 Jan 2014 12:12:32 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Burklow, John (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E];Myles, Renate (NIH/OD) 
[E];Wolf-Rodda, Julie (FNIH) [T] 

Subject: RE: patient organizations and AMP 


Let me know if you have further questions. 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, January 31, 2014 11:38 AM 

To: Wholley, David (FNIH) [T] 

Cc: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Wolf-Rodda, 
Julie (FNIH) [T] 

Subject: RE: patient organizations and AMP 


What kind of financial contribution are the non-profits being asked to make? 


From: Wholley, David (FNIH) [T] 

Sent: Friday, January 31, 2014 10:56 AM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Wolf-Rodda, 
Julie (FNIH) [T] 

Subject: RE: patient organizations and AMP 

Importance: High 


Francis, here’s the follow-up: 
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Will send you all the phone numbers by email momentarily. 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, January 31, 2014 8:19 AM 

To: Wholley, David (FNIH) [T] 

Ce: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: patient organizations and AMP 


Hi David, 

It’s great to hear that a couple of patient organizations have signed on to the RA/lupus part of AMP. 
That just leaves T2D as the topic that still needs patient support. | would hope that the ADA would see 
this as a great thing for them. Is there anything | can do to help with that? Of course | can’t do fund- 


raising, but | can explain the promise of the program, if that would be useful. 


FC 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 31 Jan 2014 10:56:28 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Burklow, John (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E];Myles, Renate (NIH/OD) 
[E];Wolf-Rodda, Julie (FNIH) [T] 

Subject: RE: patient organizations and AMP 

Importance: High 


Francis, here’s the follow-up: 


Will send you all the phone numbers by email momentarily. 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, January 31, 2014 8:19 AM 

To: Wholley, David (FNIH) [T] 

Ce: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: patient organizations and AMP 


Hi David, 

It’s great to hear that a couple of patient organizations have signed on to the RA/lupus part of AMP. 
That just leaves T2D as the topic that still needs patient support. | would hope that the ADA would see 
this as a great thing for them. Is there anything | can do to help with that? Of course | can’t do fund- 
raising, but | can explain the promise of the program, if that would be useful. 


FC 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 31 Jan 2014 08:49:19 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Burklow, John (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E];Wolf-Rodda, Julie 
(FNIH) [T] 

Subject: Re: patient organizations and AMP 

Francis— 


EER 02v 


From: Collins, Francis (NIH/OD) [E] 
Sent: Friday, January 31, 2014 08:18 AM 

To: Wholley, David (FNIH) [T] 

Cc: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: patient organizations and AMP 


Hi David, 

It’s great to hear that a couple of patient organizations have signed on to the RA/lupus part of AMP. 
That just leaves T2D as the topic that still needs patient support. | would hope that the ADA would see 
this as a great thing for them. Is there anything | can do to help with that? Of course | can’t do fund- 
raising, but | can explain the promise of the program, if that would be useful. 


FC 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 16 Apr 2014 14:22:48 -0400 

To: Collins, Francis (NIH/OD) [E];Carter, Robert (NIH/NIAMS) [E] 

Ce: Katz, Stephen |. (NIH/NIAMS) [E];Hudson, Kathy (NIH/OD) [E];Gadbois, Ellen 
(NIH/OD) [E];Serrate-Sztein, Susana (NIH/NIAMS) [E];Hoffmann, Steve (FNIH) [T] 

Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 

Francis, all: 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, April 16, 2014 01:49 PM 

To: Carter, Robert (NIH/NIAMS) [E] 

Cc: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Wholley, David (FNIH) [T] 

Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 


Wow, this is complicated and will require some serious discussion of options. I’m looping in David 
Wholley. 


FC 


From: Carter, Robert (NIH/NIAMS) [E] 

Sent: Wednesday, April 16, 2014 1:31 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E] 

Subject: potential impact of Pfizer/Serono/Broad collaboration 


Francis 
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While this represents a validation of the importance of the AMP RA/SLE project, the concerns are as 
follows: 


Thank you for your efforts, and happy to discuss. 


Bob 


From: <Hoffmann>, "Steve [T] (FNIH)" <shoffmann@fnih.org> 


http://www.emdserono.com/cmg.emdserono_us/en/images/Broad%2OInstitute Pfizer%20PR EMD%20Sero 
no FINAL tem115_122947.pdf 


EMD Serono issued a press release today announcing a research agreement with Pfizer Inc. and the 
Broad Institute in Cambridge, Massachusetts, U.S. “The collaboration is focused on the genomic profiling 
of Systemic Lupus Erythematosus (SLE) and Lupus Nephritis (LN) patients. The research project will be 
jointly funded by EMD Serono and Pfizer.” 
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“ Ks part of the collaboration, the Broad Institute will investigate clinical samples obtained from SLE and 
LN patients, applying biochemical and next-generation sequencing technologies. They will also analyze 
immune cell subpopulations. The goal is to identify biomarkers to better define target patient 
populations for future therapies. In addition, through computational modeling approaches, the project 
aims to identify key molecular drivers of SLE and LN kidney flares, and thereby to discover potential 
novel drug targets as the basis for innovative therapies.” 

“Under the terms of the agreement, EMD Serono and Pfizer, as sponsoring members, will receive real- 
time access to all data and analysis. In addition, both companies will have the ability to send a research 
scientist to the Broad Institute to foster exchange of technology expertise in the area of computational 
and experimental genomic profiling.” 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 18 May 2014 13:54:13 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E] 

Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 
Will do. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, May 18, 2014 10:54 AM 

To: Wholley, David (FNIH) [T] 

Ce: Hudson, Kathy (NTH/OD) [F] 

Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 


One more Hever follow up — 


[NNENNTTEEENTEEEO Can you follow up? Phone NG, e-mail 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Sunday, May 18, 2014 10:09 AM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E] 

Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 


Thanks, Francis, sounds like a good outcome. We reviewed the situation and the options with the 
RA/SLE Steering Cmte earlier this week and are checking in with Marty this coming week to see what 
progress he's made. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, May 17, 2014 12:59 PM 

To: Wholley, David (FNIH) [T] 

Ce: Hudson, Kathy (NIH/OD) [E] 

Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 


Hi David, 


|am at Hever {§§§(@9@ and Mikael Dolsten was here for most of the day eo 
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FC 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, April 30, 2014 4:57 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E] 

Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 


Francis: 


Understand your impatience here. We heard back from Marty Hodge last Thursday. Key facts are these: 
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| hope this helps. 
David 


From: <Collins>, "Francis (E] (NIH/OD)" (we 
Date: Wednesday, April 30, 2014 at 3:27 PM 

To: David Wholley <dwholley@fnih.org> 

Ce: Kathy Hudson 

Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 


Hi David, 
Where do we stand in resolving this somewhat troubling development? 


FC 


From: Wholley, David (FNIH) [T] 
Sent: Wednesday, April 16, 2014 3:00 PM 

To: Carter, Robert (NIH/NIAMS) [E]; Collins, Francis (NIH/OD) [E] 

Ce: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Hoffmann, Steve (FNIH) [T] 

Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 


| have a call with Marty at 4:30. 


From: Carter, Robert (NIH/NIAMS) [E] 

Sent: Wednesday, April 16, 2014 02:44 PM 

To: Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E] 

Ce: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Hoffmann, Steve (FNIH) [T] 

Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 
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From: Wholley, David (FNIH) [T] 

Sent: Wednesday, April 16, 2014 2:23 PM 

To: Collins, Francis (NIH/OD) [E]; Carter, Robert (NIH/NIAMS) [E] 

Cc: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Hoffmann, Steve (FNIH) [T] 

Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 


Francis, all: 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, April 16, 2014 01:49 PM 

To: Carter, Robert (NIH/NIAMS) [E] 

Cc: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Wholley, David (FNIH) [T] 

Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 


Wow, this is complicated and will require some serious discussion of options. I’m looping in David 
Wholley. 


FC 


From: Carter, Robert (NIH/NIAMS) [E] 

Sent: Wednesday, April 16, 2014 1:31 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E] 

Subject: potential impact of Pfizer/Serono/Broad collaboration 


Francis 
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While this represents a validation of the importance of the AMP RA/SLE project, the concerns aré.as 
follows: 


Thank you for your efforts, and happy to discuss. 


Bob 


From: <Hoffmann>, "Steve [T] (FNIH)" <shoffmann@fnih.org> 


http://www.emdserono.com/cmg.emdserono_us/en/images/Broad%20OInstitute Pfizer%20PR_EMD%20Sero 
no FINAL tcm115_122947.pdf 


EMD Serono issued a press release today announcing aresearch agreement with Pfizer Inc. and the 
Broad Institute in Cambridge, Massachusetts, U.S. “The collaboration is focused on the genomic profiling 
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of Systemic Lupus Erythematosus (SLE) and Lupus Nephritis (LN) patients. The research project will be 
jointly funded by EMD Serono and Pfizer.” 

“ Ks part of the collaboration, the Broad Institute will investigate clinical samples obtained from SLE and 
LN patients, applying biochemical and next-generation sequencing technologies. They will also analyze 
immune cell subpopulations. The goal is to identify biomarkers to better define target patient 
populations for future therapies. In addition, through computational modeling approaches, the project 
aims to identify key molecular drivers of SLE and LN kidney flares, and thereby to discover potential 
novel drug targets as the basis for innovative therapies.” 

“Under the terms of the agreement, EMD Serono and Pfizer, as sponsoring members, will receive real- 
time access to all data and analysis. In addition, both companies will have the ability to send a research 
scientist to the Broad Institute to foster exchange of technology expertise in the area of computational 
and experimental genomic profiling.” 
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From: Wholley, David (FNIH) [T] 


Sent: Sat, 1 Feb 2014 10:13:01 -0500 

To: Collins, Francis (NIH/OD) [E];Burklow, John (NIH/OD) [E] 
Ce: Myles, Renate (NIH/OD) [E] 

Subject: Re: question 


Agree with Francis. One issue is that Monica seems to think that industry is contributing lots of existing 
research efforts in-kind, when the reality is that a lot of what we are doing together is novel research. 
Don't know if that helps 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 09:41 AM 

To: Burklow, John (NIH/OD) [E] 

Cc: Myles, Renate (NIH/OD) [E]; Wholley, David (FNIH) [T] 
Subject: RE: question 


Looping in David Wholley to be sure he agrees — but | believe 


FC 


From: Burklow, John (NIH/OD) [E] 
Sent: Friday, January 31, 2014 10:53 PM 
To: Collins, Francis (NIH/OD) [E] 

Ce: Myles, Renate (NIH/OD) [E] 
Subject: Fwd: question 


Hi, Francis-- 

Just checking on this. I'm assuming no research would be stopped, but want to check. 
Thx, 

John 

John Burklow 

Associate Director for Communications and Public Liaison 
National Institutes of Health 

Building 1, Room [®) 

MANO (phone) 

(301) 496-0017 (fax) 

lane 


NIH... Turning Discovery Into Health® 
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Celebration of Science at NIH: watch how medical research saves lives and improves health 


Begin forwarded message: 


From: "Langley, Monica" <Monica.Langley@wsj.com> 

Date: January 31, 2014, 10:25:06 PM EST 

To: iN [NNNNNNNNNNNCOXG, "Myles, Renate (NIH/OD) [€} [NNCO" 
PG) 


Subject: question 


We say that the companies must share their scientists, data and samples on the diseases being 
researched. 

Question: 

Do these companies now have to stop their research on these four diseases back in their own labs? Or 
just disclose all from their own labs? 

Thanks. 


Monica Langley 


Senior Special Writer 
The Wall Street Journal 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 28 Jun 2015 19:26:43 -0400 

To: Collins, Francis (NIH/OD) [E];Dolsten, Mikael 
Ce: Gadbois, Ellen (NIH/OD) [E] 

Subject: Re: question about cryo-EM 


We will be sure to put it on the agenda. 
Sent from my BlackBerry 10 smartphone. 
From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, June 28, 2015 4:38 PM 

To: Dolsten, Mikael 

Ce: Whalley, David (FNIH) [T] 

Subject: RE: question about cryo-EM 


Thanks, Mikael. Let’s bring this up at the next AMP Exec Comm meeting. I’m looping in David Wholley. 


Francis 


From: Dolsten, Mikael [mailto:Mikael.Dolsten@pfizer.com] 
Sent: Sunday, June 28, 2015 3:59 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Dolsten, Mikael 

Subject: Re: question about cryo-EM 


Francis 

Thanks for the note 

We consider structural biology such a core technology and | expect most Pharma would bring cryo-EM in 
house rather than outsourcing it 

There may be over time an interest to consider to incorporate the technology in pre-competitive 
consortium. Maybe it can be discussed within AMP, as a way to characterize new targets identified and 
share experiences , solved similar structures to facilitate higher structural resolution or homology 
models ? 


Best 


Mikael 
Sent from my iPhone 


On Jun 21, 2015, at 3:38 PM, Collins, Francis (NIH/OD) (E] (US wrote: 


Hi Mikael, 
One of our intramural investigators, Sriram Subramaniam, is a leader in the exciting new developments 


to push resolution of single particle cryo-EM to atomic resolution. You may have seen his paper in 
Science recently (attached). 
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Would this be a question to ask the Heverites? 


Best, Francis 
<cryoEMSubramaniam.pdf> 


NIH - 005280 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 16 May 2013 14:33:21 -0400 

To: Collins, Francis (NIH/OD) [E] 

Cec: Hudson, Kathy (NIH/OD) [E]; we 
(cca 

Subject: Re: Question for Friday morning's TVC SC call 


Thanks, Francis. That seems consistent with the draft timeline for now. Look forward to the discussion. 


From: Collins, Francis (NIH/OD) [E] 
Sent: Thursday, May 16, 2013 01:23 PM 
To: Wholley, David (FNIH) [T] 

Ce: Hudson, Kathy (NIH/OD) [E]; 


; Bloom (Sartorius) Leah 
Subject: RE: Question for Friday morning's TVC SC call 


Hi David, 


Thanks for the heads up. Until there is more clarity about the TVC workplan, it will be hard to say 
whether this timetable can be achieved — but if there is a possibility that some of NIH’s contributions 
can be achieved with administrative supplements, those can happen fairly quickly. And of course “in 
kind” contributions of ongoing work that is already squarely in the TVC wheelhouse can be identified 
right away. 


For funding of new projects by a full RFA process, we would need at least 9— 10 months lead time to 
make awards. 


| think the slide is OK as a conversation starter, 


FC 


From: Wholley, David (FNIH) [T] 
Sent: Thursday, May 16, 2013 1:05 PM 
To: Collins, Francis (NIH/OD) [E] 


Ce: Hudson, Kathy (NIH/OD) [E]; 
; Bloom (Sartorius) Leah ) 


Subject: Question for Friday morning's TVC SC call 


Hi Francis: 
Thank you very much for your kind words during the FNIH Board meeting! | hope everything went well 
for you on the Hill yesterday—we’ve certainly been keeping our fingers crossed. 


| just wanted to bring to your attention one issue that might possibly come up on tomorrow morning’s 
TVC Steering Committee call. | will be going over the first draft partnership framework (governance, 
how funding will come in, etc) as part of the call, and we have one slide at the end (attached) where we 
start to lay out for the SC what the timetable could look like going forward. It says we will move forward 
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with specific project planning, assembly of the Consortium, etc beginning in July with a view to getting 
projects completely funded and launched no later than end of 1Q 2014. The question that could come 
up on Friday is whether this is consistent with NIH’s timeline to provide funding, given the time it will 
take to go through NIH grants processes, whether there is some opportunity to provide some earlier 
seed funding through some other mechanism, etc. | am bringing it up to you now just as food for 
thought in case it does get asked, in the interest of not having any surprises. Let me know if there is 
anything you'd like us to change before Friday. Thanks 


David 
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From: Wholley, David (FNIH) [T] 


Sent: Thu, 26 Mar 2015 16:15:53 -0400 

To: Collins, Francis (NIH/OD) [E];Gadbois, Ellen (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E];Smith, Philip (NIH/NIDDK) [E];Wood, Gretchen 
(NIH/OD) [E] 

Subject: Re: question re. T2D portal beta site for tomorrow's AMP EC call 


Thanks. | am on board. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, March 26, 2015 03:55 PM 

To: Gadbois, Ellen (NIH/OD) [E] 

Cc: Hudson, Kathy (NIH/OD) [E]; Smith, Philip (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; 
Wholley, David (FNIH) [T] 

Subject: RE: question re. T2D portal beta site for tomorrow's AMP EC call 


Hi Ellen, 
Let’s wait until the banner is sorted out — hopefully that can be done soon. Looping in David W. 


Francis 


From: Gadbois, Ellen (NIH/OD) [E] 

Sent: Thursday, March 26, 2015 2:21 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Hudson, Kathy (NIH/OD) [E]; Smith, Philip (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E] 
Subject: question re. T2D portal beta site for tomorrow's AMP EC call 


Dear Dr. Collins, 


| am writing to follow up on your interest in sharing the web link for the beta version of the Broad type 2 
diabetes knowledge portal with the AMP EC members. The AMP type 2 diabetes steering committee 
had a discussion last week about viewing the beta site for the portal, and questions came up about AMP 
branding and how the site would reflect the roles of the AMP member companies. Several AMP type 2 
diabetes steering committee members were concerned about having the EC view the portal while it still 
lacks visual AMP branding. (Right now it has the T2D-GENES logo at the bottom, as well as the NIDDK 
and old NIH logos.) OCPL is currently checking with OGC about displaying NIH logos with the AMP. 
company logos, so until that is settled, we can’t finalize an AMP banner design for the knowledge 

portal. 


So | can think of 2 options for the call tomorrow morning: 

1) You could suggest that the portal web link be circulated by email after the meeting so the EC 
members could take an early look, and you or Phil Smith could inform the EC members that we 
are still working on a AMP banner for the website that will reflect the involvement of the 
partners. 

2) Alternatively, we could wait to circulate the web link to the EC members until after the AMP. 
banner is up—hopefully this will be sorted out in a few days. 
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Ellen L. Gadbois, Ph.D. 
Building 1 Suite 218 

Office of Science Policy 
Office of the Director 
National Institutes of Health 
voice: 

fax: 301-402-0280 


From: Wholley, David (FNIH) [T] 


Sent: Sat, 1 Feb 2014 10:21:56 -0500 

To: Burklow, John (NIH/OD) [E];Collins, Francis (NIH/OD) [E] 
Ce: Myles, Renate (NIH/OD) [E] 

Subject: Re: question 


Now that | see the editor's question: 


From: Burklow, John (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 09:54 AM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Myles, Renate (NIH/OD) [E]; Wholley, David (FNIH) [T] 
Subject: Re: question 


Hi, All--Monica states and asks the following: 


We say that the companies must share their scientists, data and samples on the diseases being 
researched. 

Question: 

Do these companies now have to stop their research on these four diseases back in their own 
labs? Or just disclose all from their own labs? 


Here's my editor's reason for asking the above question: 
If they don't have to stop or disclose, what's to keep them from double dealing? 


John Burklow 
Associate Director for Communications and Public Liaison 
National Institutes of Health 
Building 1, Room fi) 
(phone) 
(301) 496-0017 (fax) 
ines 


NIH ... Turning Discovery Into Health® 


Celebration of Science at NIH: watch how medical research saves lives and improves health 


On Feb 1, 2014, at 9:41 AM, "Collins, Francis (NIH/OD) [E]" (EES wrote: 


Looping in David Wholley to be sure he agrees — 
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Fe 


From: Burklow, John (NIH/OD) [E] 
Sent: Friday, January 31, 2014 10:53 PM 
To: Collins, Francis (NIH/OD) [E] 

Cc: Myles, Renate (NIH/OD) [E] 
Subject: Fwd: question 


Hi, Francis-- 

Just checking on this. I'm assuming no research would be stopped, but want to check. 
Thx, 

John 


John Burklow 
Associate Director for Communications and Public Liaison 
National Institutes of Health 
Building 1, Room) 
[EB (phone) 
301) 496-0017 (fax) 
Py 


NIH .. . Turning Discovery Into Health® 
Celebration of Science at NIH: watch how medical research saves lives and improves health 


Begin forwarded message: 


From: "Langley, Monica" <Monica.Langley@wsj.com> 

Date: January 31, 2014, 10:25:06 PM EST 

To: NN "wyles, Renate (NIH/0D) (€] Awe" 
x0) 


Subject: question 


We say that the companies must share their scientists, data and samples on the diseases being 
researched, 

Question: 

Do these companies now have to stop their research on these four diseases back in their own labs? Or 
just disclose all from their own labs? 

Thanks. 


Monica Langley 
Senior Special Writer 
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The Wall Street Journal 
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From: Wholley, David (FNIH) [T] 


Sent: Tue, 1 Jul 2014 07:45:30 -0400 

To: 'Morten.Sogaard@pfizer.com' 

Ce: Collins, Francis (NIH/OD) [E];'Mikael.Dolsten@pfizer.com';Hoffmann, Steve 
(FNIH) [T];Carter, Robert (NIH/NIAMS) [E];Hudson, Kathy (NIH/OD) [E];Gadbois, Ellen (NIH/OD) [E] 
Subject: Re: Potential for in kind contribution to AMP SLE/RA consortium of 


Pfizer/EMD/Serono/Broad data 


Dear Morten, 


Thank you for sending us your thoughts on this. The principle you outline makes sense and has been 
discussed with NIH. | think just the actual fit of the data needs to be confirmed and the final value 
determined. We think the AMP RA/SLE Steering Committee is essential to deciding this since they wrote 
the plan and include both NIH and the other five companies who are providing funds for its execution. 
My understanding is that a meeting of this SC is planned in the next two weeks or so and that this would 
provide a good opportunity to share and discuss the research plan. Steve Hoffmann on my staff will 
work with you on enabling this. Thanks, 

David 


From: Sogaard, Morten [mailto:Morten.Sogaard@pfizer.com] 

Sent: Tuesday, July 01, 2014 05:14 AM 

To: Wholley, David (FNTH) [T] 

Cc: Collins, Francis (NIH/OD) [E]; Dolsten, Mikael <Mikael.Dolsten@pfizer.com>; Sogaard, Morten 
<Morten.Sogaard@pfizer.com> 

Subject: Potential for in kind contribution to AMP SLE/RA consortium of Pfizer/EMD/Serono/Broad data 


Dear David, 


We are contacting you regarding the work that Pfizer is doing collaboratively with the Broad Institute 
and EMD Serono on SLE. 


Our current thinking is as follows: 


NIH - 005288 


Thank you and best regards, 


Morten Sogaard 
Morten Sogaard, Ph.D.| Vice President, Head Enterprise Scientific Technology Operations, Worldwide R&D | 


Pfizer Inc 235 East 42" Street, Office 235/6/21 | New York, NY 10017 | Phone: 212-733-2446 | Mobile UGK)! 
morten sogaard@pfizer.com Assistant: rosetta giurdarella@pfizer.com | Phone: 212-573-1268 


NIH - 005289 


From: Wholley, David (FNIH) [T] 


Sent: Sun, 18 May 2014 10:08:37 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E] 

Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 


Thanks, Francis, sounds like a good outcome. We reviewed the situation and the options with the 
RA/SLE Steering Cmte earlier this week and are checking in with Marty this coming week to see what 
progress he's made. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, May 17, 2014 12:59 PM 

To: Wholley, David (FNIH) [T] 

Ce: Hudson, Kathy (NIH/OD) [E] 

Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 


Hi David, 


lam at Hever (6) and Mikael Dolsten was here for most of the day [eG 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, April 30, 2014 4:57 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Hudson, Kathy (NIH/OD) [E] 

Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 


Francis: 


Understand your impatience here. We heard back from Marty Hodge last Thursday. Key facts are these: 


NIH - 005290 


his helps. 
David = ® 


From: <Collins>, "Francis [E] (NIH/OD)" (Oo 


Date: Wednesday, April 30, 2014 at 3:27 PM 


To: David Wholley <dwholley@fnih.org> 
Ce: Kathy Hudson 
Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 


Hi David, 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, April 16, 2014 3:00 PM 

To: Carter, Robert (NIH/NIAMS) [E]; Collins, Francis (NIH/OD) [E] 

Ce: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 


NIH - 005291 


Serrate-Sztein, Susana (NIH/NIAMS) [E]; Hoffmann, Steve (FNIH) [T] 
Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 


[have a call with Marty at 4:30. 


From: Carter, Robert (NIH/NIAMS) [E] 
Sent: Wednesday, April 16, 2014 02:44 PM 

To: Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E] 

Ce: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Hoffmann, Steve (FNIH) [T] 

Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, April 16, 2014 2:23 PM 

To: Collins, Francis (NIH/OD) [E]; Carter, Robert (NIH/NIAMS) [E] 

Ce: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Hoffmann, Steve (FNIH) [T] 

Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 


Francis, all: 


NIH - 005292 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, April 16, 2014 01:49 PM 

To: Carter, Robert (NIH/NIAMS) [E] 

Cc: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Wholley, David (FNIH) [T] 

Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 


WoW, TE. looping in David 


Wholley. 


FC 


From: Carter, Robert (NIH/NIAMS) [E] 

Sent: Wednesday, April 16, 2014 1:31 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E] 

Subject: potential impact of Pfizer/Serono/Broad collaboration 


Francis 


While this represents a validation of the importance of the AMP RA/SLE project, the concerns are as 
follows: 


NIH - 005293 


Thank you for your efforts, and happy to discuss. 


Bob 


From: <Hoffmann>, "Steve [T] (FNIH)" <shoffmann@fnih.org> 


http://www.emdserono.com/cmg.emdserono_us/en/images/Broad%20Institute_Pfizer%20PR_EMD%20Sero 
no FINAL tcm115_122947.pdf 


EMD Serono issued a press release today announcing aresearch agreement with Pfizer Inc. and the 
Broad Institute in Cambridge, Massachusetts, U.S. “The collaboration is focused on the genomic profiling 
of Systemic Lupus Erythematosus (SLE) and Lupus Nephritis (LN) patients. The research project will be 
jointly funded by EMD Serono and Pfizer.” 

“ As part of the collaboration, the Broad Institute will investigate clinical samples obtained from SLE and 
LN patients, applying biochemical and next-generation sequencing technologies. They will also analyze 
immune cell subpopulations. The goal is to identify biomarkers to better define target patient 
populations for future therapies. In addition, through computational modeling approaches, the project 
aims to identify key molecular drivers of SLE and LN kidney flares, and thereby to discover potential 
novel drug targets as the basis for innovative therapies.” 

“Under the terms of the agreement, EMD Serono and Pfizer, as sponsoring members, will receive real- 
time access to all data and analysis. In addition, both companies will have the ability to send a research 
scientist to the Broad Institute to foster exchange of technology expertise in the area of computational 
and experimental genomic profiling.” 


NIH - 005294 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 30 Apr 2014 16:57:22 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E] 

Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 
Francis: 


Understand your impatience here. We heard back from Marty Hodge last Thursday. Key facts are these: 


| hope this helps. 


NIH - 005295 


David 


From: <Collins>, "Francis [E] (NIH/OD)" I oOe@ 
Date: Wednesday, April 30, 2014 at 3:27 PM 
To: David Wholley <dwholl fnih.org> 


Cc: Kathy Hudson [ioe 
Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 
Hi David, 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, April 16, 2014 3:00 PM 

To: Carter, Robert (NIH/NIAMS) [E]; Collins, Francis (NIH/OD) [E] 

Cc: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Hoffmann, Steve (FNIH) [T] 

Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 


| have a call with Marty at 4:30. 


From: Carter, Robert (NIH/NIAMS) [E] 

Sent: Wednesday, April 16, 2014 02:44 PM 

To: Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E] 

Ce: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Hoffmann, Steve (FNIH) [T] 

Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 


NIH - 005296 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, April 16, 2014 2:23 PM 

To: Collins, Francis (NIH/OD) [E]; Carter, Robert (NIH/NIAMS) [E] 

Ce: Katz, Stephen I, (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Hoffmann, Steve (FNIH) [T] 

Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 


Francis, all: 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, April 16, 2014 01:49 PM 

To: Carter, Robert (NIH/NIAMS) [E] 

Ce: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Wholley, David (FNIH) [T] 

Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 


Wow, LOS. 'm looping in David 


Wholley. 


FC 


From: Carter, Robert (NIH/NIAMS) [E] 
Sent: Wednesday, April 16, 2014 1:31 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Katz, Stephen I, (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E] 

Subject: potential impact of Pfizer/Serono/Broad collaboration 


Francis 


NIH - 005297 


While this represents a validation of the importance of the AMP RA/SLE project, the concerns are as 
follows: 


Thank you for your efforts, and happy to discuss. 


Bob 


From: <Hoffmann>, "Steve [T] (FNIH)" <shoffmann@fnih.org> 


http://www.emdserono.com/cmg.emdserono_us/en/images/Broad%2OInstitute Pfizer%20PR_EMD%20Sero 
no FINAL tcm115_122947.pdf 


EMD Serono issued a press release today announcing aresearch agreement with Pfizer Inc. and the 
Broad Institute in Cambridge, Massachusetts, U.S. “The collaboration is focused on the genomic profiling 
of Systemic Lupus Erythematosus (SLE) and Lupus Nephritis (LN) patients. The research project will be 
jointly funded by EMD Serono and Pfizer.” 

“ Bs part of the collaboration, the Broad Institute will investigate clinical samples obtained from SLE and 
LN patients, applying biochemical and next-generation sequencing technologies. They will also analyze 


NIH - 005298 


immune cell subpopulations. The goal is to identify biomarkers to better define target patient 
populations for future therapies. In addition, through computational modeling approaches, the project 
aims to identify key molecular drivers of SLE and LN kidney flares, and thereby to discover potential 
novel drug targets as the basis for innovative therapies.” 

“Under the terms of the agreement, EMD Serono and Pfizer, as sponsoring members, will receive real- 
time access to all data and analysis. In addition, both companies will have the ability to send a research 
scientist to the Broad Institute to foster exchange of technology expertise in the area of computational 
and experimental genomic profiling.” 


NIH - 005299 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 16 Apr 2014 14:59:52 -0400 

To: Carter, Robert (NIH/NIAMS) [E];Collins, Francis (NIH/OD) [E] 

Ce: Katz, Stephen |. (NIH/NIAMS) [E];Hudson, Kathy (NIH/OD) [E];Gadbois, Ellen 
(NIH/OD) [E];Serrate-Sztein, Susana (NIH/NIAMS) [E];Hoffmann, Steve (FNIH) [T] 

Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 


| have a call with Marty at 4:30. 


From: Carter, Robert (NIH/NIAMS) [E] 

Sent: Wednesday, April 16, 2014 02:44 PM 

To: Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E] 

Ce: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Hoffmann, Steve (FNIH) [T] 

Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, April 16, 2014 2:23 PM 

To: Collins, Francis (NIH/OD) [E]; Carter, Robert (NIH/NIAMS) [E] 

Cc: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Hoffmann, Steve (FNIH) [T] 

Subject: Re: potential impact of Pfizer/Serono/Broad collaboration 


Francis, all: 


NIH - 005300 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, April 16, 2014 01:49 PM 

To: Carter, Robert (NIH/NIAMS) [E] 

Ce: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E]; Wholley, David (FNIH) [T] 

Subject: RE: potential impact of Pfizer/Serono/Broad collaboration 


Wow, A. 'm looping in David 


Wholley. 


FC 


From: Carter, Robert (NIH/NIAMS) [E] 

Sent: Wednesday, April 16, 2014 1:31 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Katz, Stephen I. (NIH/NIAMS) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Serrate-Sztein, Susana (NIH/NIAMS) [E] 

Subject: potential impact of Pfizer/Serono/Broad collaboration 


Francis 


While this represents a validation of the importance of the AMP RA/SLE project, the concerns are as 
follows: 


NIH - 005301 


Thank you for your efforts, and happy to discuss. 


Bob 


From: <Hoffmann>, "Steve [T] (FNIH)" <shoffmann@fnih.org> 


http://www.emdserono.com/cmg.emdserono_us/en/images/Broad%20OInstitute Pfizer%20PR EMD%20Sero 
no FINAL tcm115_122947.pdf 


EMD Serono issued a press release today announcing a research agreement with Pfizer Inc, and the 
Broad Institute in Cambridge, Massachusetts, U.S. “The collaboration is focused on the genomic profiling 
of Systemic Lupus Erythematosus (SLE) and Lupus Nephritis (LN) patients. The research project will be 
jointly funded by EMD Serono and Pfizer.” 

“ As part of the collaboration, the Broad Institute will investigate clinical samples obtained from SLE and 
LN patients, applying biochemical and next-generation sequencing technologies. They will also analyze 
immune cell subpopulations. The goal is to identify biomarkers to better define target patient 
populations for future therapies. In addition, through computational modeling approaches, the project 
aims to identify key molecular drivers of SLE and LN kidney flares, and thereby to discover potential 
novel drug targets as the basis for innovative therapies.” 

“Under the terms of the agreement, EMD Serono and Pfizer, as sponsoring members, will receive real- 
time access to all data and analysis. In addition, both companies will have the ability to send a research 
scientist to the Broad Institute to foster exchange of technology expertise in the area of computational 
and experimental genomic profiling.” 


NIH - 005302 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 8 Jan 2015 08:55:57 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E] 
Subject: Re: Rupert Vessey has left Merck 


Likely, yes. We have a call with Phil Smith today however to discuss replacing Andy so would be good if 
you can wait a day. Thanks 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, January 08, 2015 05:13 AM 

To: Wholley, David (FNIH) [T] 

Ce: Gadbois, Ellen (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


Another reason for me to call Roger Perlmutter? 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, January 07, 2015 4:53 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Gadbois, Ellen (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: Rupert Vessey has left Merck 


Hi Francis: 


Just heard this last night. Rupert was our Extended EC contact for Merck on AMP of course. How would 
you like to handle? 


Thanks, David 


NIH - 005303 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 5 Feb 2015 22:16:25 -0500 

To: Wood, Gretchen (NIH/OD) [E];Collins, Francis (NIH/OD) [E] 
Ce: Gadbois, Ellen (NIH/OD) [E] 

Subject: Re: Rupert Vessey has left Merck 


Hi Gretchen: | emailed my contact and got a few more leads for you. Roger has moved his office to 
Kenilworth NJ but his number at his old office in Rahway might work: 732-594-8501. His assistant should 
still be Christine Jenkins who can be emailed at christine.jenkins@merck.com and who is | am told 
usually very responsive. Sorry for all the trouble and hope this works. David 


From: Wood, Gretchen (NIH/OD) [E] 

Sent: Thursday, February 05, 2015 04:33 PM 

To: Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E] 
Cc: Gadbois, Ellen (NIH/OD) [E] 

Subject: RE: Rupert Vessey has left Merck 


Back story is this: | called the main number and a young man tells me he cannot give me the name of 
nor transfer me to the scheduler. | tried to be polite but reminded him that | was calling on behalf of 
the Director of the National Institutes of Health. He basically told me that the procedure was that | 
needed to send a fax and he gave me a number. | then asked him if he was sure that he shouldn’t check 
with someone to be sure that this really applies to inquiries from the NIH Director. He said no, please 
send a fax to the number. So | did. No one responded. 


From: Wholley, David (FNIH) [T] 

Sent: Thursday, February 05, 2015 4:27 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E] 
Subject: Re: Rupert Vessey has left Merck 


| can't believe he wouldn't take a call from you anytime. That must be some staff he has. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, February 05, 2015 03:22 PM 

To: Wholley, David (FNIH) [T] 

Ce: Gadbois, Ellen (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


We’ve been trying to get through the phone hedge — and getting nowhere. | will try the e-mail now. 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Thursday, February 05, 2015 3:13 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Gadbois, Ellen (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


NIH - 005304 


Hi Francis, | just checked with an executive who recently left Merck who should know, and he suggested 


roger.perlmutter@merck.com _|s that what you were using? 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, February 05, 2015 12:24 PM 

To: Wholley, David (FNIH) [T] 

Ce: Gadbois, Ellen (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


Having a hard time reaching Roger Perlmutter — might you have an e-mail that works? 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Thursday, January 08, 2015 1:16 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Gadbois, Ellen (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


Francis: 


Phil mentioned Alan Shuldiner as a possibility but he is still transitioning in to Regeneron. Let me know 
how it goes with Roger, and anything you need from us. 


Thanks, David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, January 08, 2015 5:13 AM 

To: Wholley, David (FNIH) [T] 

Cc: Gadbois, Ellen (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


Another reason for me to call Roger Perlmutter? 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, January 07, 2015 4:53 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Gadbois, Ellen (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: Rupert Vessey has left Merck 


Hi Francis: 


NIH - 005305 


Just heard this last night. Rupert was our Extended EC contact for Merck on AMP of course. How would 
you like to handle? 


Thanks, David 


NIH - 005306 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 3 Feb 2014 11:00:01 -0500 

To: Collins, Francis (NIH/OD) [E];Myles, Renate (NIH/OD) [E];Burklow, John 
(NIH/OD) [E] 

Ce: Hodes, Richard (NIH/NIA) [E];Buckholtz, Neil (NIH/NIA) 


'; Hudson, Kathy 
(NIH/OD) [E];Wolf-Rodda, Julie (FNIH) [T] 
Subject: Re: Sanofi -- EZ formally approves participating RA/Lupus and T2D, but NOT 
Alzheimer's 


Ps, this came to us from Andy Keesler, Sanofi's VP of contracting, but he said the word came from Elias 
himself. 


From: Wholley, David (FNIH) [T] 
Sent: Monday, February 03, 2014 10:57 AM 
To: Collins, Francis (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Burklow, John (NIH/OD) [E] 


Cc: Hodes, Richard (NIH/NIA) [E]; Bucholtz, Neil (NIH/NIA) [E); 
; Hudson, Kathy (NIH/OD) [E]; Wolf-Rodda, Julie 


(FNIH) [T] 
Subject: Fw: Sanofi -- EZ formally approves participating RA/Lupus and T2D, but NOT Alzheimer's 


Hot off the press. First we've heard of it--and we have been pressing them on all three areas, heard nary 
a peep about this before. | will let Lana know, perhaps she can shed some light. | have sent the AD plan 
to Lundbeck and Roche, so hopefully they will step up to fill the gap, but we won't know for at least a 
month is my guess. 


From: Wolf-Rodda, Julie (FNIH) [T] 

Sent: Monday, February 03, 2014 10:45 AM 

To: Wholley, David (FNIH) [T]; Hoffmann, Steve (FNIH) [T]; Vassileva, Maria (FNIH) [T] 

Ce: Tune, Julie (FNIH) [T]; Tarver, Erika (FNIH) [T] 

Subject: Sanofi -- EZ formally approves participating RA/Lupus and T2D, but NOT Alzheimer's 


Sorry, just got the news that Sanofi will NOT be doing AMP — Alzheimers. [II yyyoe 
AAA They are firmly in on the other 2 


diseases, though. 


Julie Wolf-Rodda 

Director of Development 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-6027 | Fax (301) 480-2752 

Combined Federal Campaign (CFC) #29165 

Recipierit of 4-star rating from Charity Navigator, 2007-2013 


NIH - 005307 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 3 Feb 2014 21:49:38 -0500 

To: Collins, Francis (NIH/OD) [E] 

Subject: Re: Sanofi -- EZ formally approves participating RA/Lupus and T2D, but NOT 
Alzheimer's 


Yes | did. Let's talk tomorrow though. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, February 03, 2014 09:44 PM 

To: Wholley, David (FNIH) [T] 

Subject: RF: Sanofi -- FZ formally approves participating RA/Lupus and T2D, but NOT Alzheimer's 


Hi David, 


This was rather surprising at the 11" hour —did you connect with Lana Skirboll to find out what 
happened? 


Elias would have had a seizure when he was NIH Director if someone reneged on a commitment like 
this. 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Monday, February 03, 2014 11:00 AM 

To: Collins, Francis (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Burklow, John (NIH/OD) [E] 

Cc: Hodes, Richard (NIH/NIA) [E]; Bucxholtz, Neil (NIH/NIA) [E]; 
LG: Hudson, Kathy (NIH/OD) [E]; Wolf-Rodda, Julie 
(FNIH) [T] 

Subject: Re: Sanofi -- EZ formally approves participating RA/Lupus and T2D, but NOT Alzheimer's 


Ps, this came to us from Andy Keesler, Sanofi's VP of contracting, but he said the word came from Elias 
himself. 


From: Wholley, David (FNIH) [T] 
Sent: Monday, February 03, 2014 10:57 AM 
To: Collins, Francis (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Burklow, John (NIH/OD) [E] 


Ce: Hodes, Richard (NIH/NIA) [E]; Bucsholtz, Neil (NIH/NIA) [E 
Hudson, Kathy (NIH/OD) [E]; Wolf-Rodda, Julie 


(FNIH) [T] 
Subject: Fw: Sanofi -- EZ formally approves participating RA/Lupus and T2D, but NOT Alzheimer's 


Hot off the press. First we've heard of it--and we have been pressing them on all three areas, heard nary 


a peep about this before. | will let Lana know, perhaps she can shed some light. | have sent the AD plan 
to Lundbeck and Roche, so hopefully they will step up to fill the gap, but we won't know for at least a 
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month is my guess. 


From: Wolf-Rodda, Julie (FNIH) [T] 

Sent: Monday, February 03, 2014 10:45 AM 

To: Wholley, David (FNIH) [T]; Hoffmann, Steve (FNIH) [T]; Vassileva, Maria (FNIH) [T] 

Ce: Tune, Julie (FNIH) [T]; Tarver, Erika (FNIH) [T] 

Subject: Sanofi -- EZ formally approves participating RA/Lupus and T2D, but NOT Alzheimer's 


Sorry, just got the news that Sanofi will NOT be doing AMP — Alzheimers. 


LL. They are firmly in on the other 2 


diseases, though. 


Julie Wolf-Rodda 

Director of Development 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-6027 | Fax (301) 480-2752 

Combined Federal Campaign (CFC) #29165 

Recipient of 4-star rating from Charity Navigator, 2007-2013 
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From: Wholley, David (FNIH) [T] 


Sent: Tue, 4 Nov 2014 17:33:47 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: Schizophrenia and AMP 


| don’t know what the flexibility yt [iii RCS) 


From: <Collins>, Francis Collins’ 

Date: Tuesday, November 4, 2014 at 1:14 PM 
To: David Wholley <dwholley@fnih.org> 
Subject: RE: Schizophrenia and AMP 


FC 


From: Wholley, David (FNIH) [T] 
Sent: Tuesday, November 04, 2014 12:58 PM 
To: Collins, Francis (NIH/OD) [E] 
Subject: Schizophrenia and AMP 


Francis, 
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David 
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From: Wholley, David (FNIH) [T] 


Sent: Thu, 5 Feb 2015 16:27:02 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Wood, Gretchen (NIH/OD) [E] 
Subject: Re: Rupert Vessey has left Merck 


| can't believe he wouldn't take a call from you anytime. That must be some staff he has. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, February 05, 2015 03:22 PM 

To: Wholley, David (FNIH) [T] 

Ce: Gadhbois, Fllen (NTH/OD) [F]; Wooc, Gretchen (NIH/OD) [F] 
Subject: RE: Rupert Vessey has left Merck 


We've been trying to get through the phone hedge — and getting nowhere. | will try the e-mail now. 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Thursday, February 05, 2015 3:13 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


Hi Francis, | just checked with an executive who recently left Merck who should know, and he suggested 


roger.perlmutter@merck.com _|s that what you were using? 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, February 05, 2015 12:24 PM 

To: Wholley, David (FNIH) [T] 

Ce: Gadbois, Ellen (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


Having a hard time reaching Roger Perlmutter — might you have an e-mail that works? 


Fe 


From: Wholley, David (FNIH) [T] 

Sent: Thursday, January 08, 2015 1:16 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NTH/OD) [E]; Hudson, Kathy (NTH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


Francis: 
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Thanks, David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, January 08, 2015 5:13 AM 

To: Wholley, David (FNIH) [T] 

Ce: Gadbois, Ellen (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


Another reason for me to call Roger Perlmutter? 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, January 07, 2015 4:53 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: Rupert Vessey has left Merck 


Hi Francis: 


Just heard this last night. Rupert was our Extended EC contact for Merck on AMP of course. How would 
you like to handle? 


Thanks, David 
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From: Wholley, David (FNIH) [T] 


Sent: Thu, 5 Feb 2015 15:13:29 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Wood, Gretchen (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


Hi Francis, | just checked with an executive who recently left Merck who should know, and he suggested 


roger.perlmutter@merck.com |s that what you were using? 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, February 05, 2015 12:24 PM 

To: Wholley, David (FNIH) [T] 

Ce: Gadbois, Ellen (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


Having a hard time reaching Roger Perlmutter — might you have an e-mail that works? 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Thursday, January 08, 2015 1:16 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


Phil mentioned Alan Shuldiner as a possibility but he is still transitioning in to Regeneron. Let me know 
how it goes with Roger, and anything you need from us. 


Thanks, David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, January 08, 2015 5:13 AM 

To: Wholley, David (FNIH) [T] 

Ce: Gadbois, Ellen (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


Another reason for me to call Roger Perlmutter? 


From: Wholley, David (FNIH) [T] 
Sent: Wednesday, January 07, 2015 4:53 PM 
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To: Collins, Francis (NIH/OD) [E] 
Cc: Gadbois, Ellen (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: Rupert Vessey has left Merck 


Hi Francis: 


Just heard this last night. Rupert was our Extended EC contact for Merck on AMP of course. How would 
you like to handle? 


Thanks, David 


NIH - 005315 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 8 Jan 2015 13:15:59 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


Phil mentioned Alan Shuldiner as a possibility but he is still transitioning in to Regeneron, Let me know 
how it goes with Roger, and anything you need from us. 


Thanks, David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, January 08, 2015 5:13 AM 

To: Wholley, David (FNIH) [T] 

Ce: Gadbois, Ellen (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: RE: Rupert Vessey has left Merck 


Another reason for me to call Roger Perlmutter? 


From: Wholley, David (FNIH) [T] 
Sent: Wednesday, January 07, 2015 4:53 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Gadbois, Ellen (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: Rupert Vessey has left Merck 


Hi Francis: 


Just heard this last night. Rupert was our Extended EC contact for Merck on AMP of course. How would 
you like to handle? 


Thanks, David 
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From: Wholley, David (FNIH) [T] 


Sent: Thu, 7 Mar 2013 22:26:52 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: SE Hudson, Kathy (NIH/OD) [E] 
Subject: Re: Target Validation Consortium - quick check in 


I'd heard a few rumblings recently. They've had several pretty significant development failures in the last 
year or so. No idea as to timing or who would replace him. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, March 07, 2013 09:17 PM 

To: Wholley, David (FNIH) [T] 

Ce: >; Hudson, Kathy (NIH/OD) [E] 
Subject: RE: Target Validation Consortium - quick check in 


OMG, was that expected? 


From: Wholley, David (FNIH) [T] 
Sent: Thursday, March 07, 2013 8:32 PM 
To: Collins, Francis (NIH/OD) [E] 


ee 
SuBject: RE: Target Validation Consortium - quick check in 


Not that | think it makes any difference to the TV Consortium at this point, but in case you'd not heard 
Peter Kim was replaced by Roger Perlmutter this afternoon as head of R&D at Merck. Perlmutter starts 
April 15. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, March 07, 2013 7:09 PM 

To: Cairns-Smith Sarah; Katz, Stephen I. (NIH/NIAMS) [E]; Carter, Robert (NIH/NIAMS) [E]; Wholley, 
David (FNIH) [T]; Hudson, Kathy (NIH/OD) [E] 

Ce: Ringel Michael 

Subject: RE: Target Validation Consortium - quick check in 


Too bad. Is Jeff Leiden still in? 


From: Cairns-Smith Sarah 

Sent: Thursday, March 07, 2013 7:07 PM 

To: Collins, Francis (NIH/OD) [E]; Katz, Stephen I. (NIH/NIAMS) [E]; Carter, Robert (NIH/NIAMS) [E]; 
Wholley, David (FNIH) [T]; Hudson, Kathy (NIH/OD) [E] 

Ce: Ringel Michael 

Subject: FW: Target Validation Consortium - quick check in 


Heads up — while a bit disappointing likely better to know this now rather than later. Let's discuss 
replacements, including thoughts on her suggestions below. 


Sarah 
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Sarah Cairns-Smith, Ph.D. 
Partner and Managing Director 

THE BOSTON CONSULTING GROUP 
Tel. +1617 973 1004 = Mobile 


From: Laurie H. Glimcher [mailto:lglim rnell.edu] 
Sent: Thursday, March 07, 2013 6:52 PM 
To: Cairns-Smith Sarah 


Cc: jeff_leiden@vrtx.com; Ringel Michael 
Subject: Re: Target Validation Consortium - quick check in 


I'm sorry to say that I am just not going to be able to participate in this effort, simply for 
lack of time. I honestly don't have even half a day that I can spare at this point. I won't be 
able to give this project the effort it deserves- and it would be far better to find someone 
who could.. 

I apologize- I did not realize how immensely overcommitted I was. 

Laurie 


Dr.Laurie H. Glimcher 
Stephen and Suzanne Weiss Dean 
Weill Cornell Medical College 


Provost of Medical Affairs Cornell University 
1300 York Avenue, F-113 

New York, New York 10065 

Tel 212-746-6005 

Fax 212-746-8424 

Email Igimche@med.cornell.edu 


On Mar 5, 2013, at 12:45 PM, Cairns-Smith Sarah wrote: 


Dear Laurie and Jeff, 
Just checking in on whether you have had time to connect following our initial call. 
Our BCG team is meeting with Steve Katz on Thursday — hoping to do a little more thinking on 


how we could help time-wise given your concerns on availability, we'll come back to you after 
that call. 
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Thank you again, let us know more we can help with at this stage. 
Kind regards, 


Sarah and Michael 


Sarah Cairns-Smith, Ph.D. 
Partner and Managing Director 

THE BOSTON CONSULTING GROUP 
eo, OTE) + No 


The Boston Consulting Group, Ine. 


This e-mail message may contain confidential and/or privileged information. Ifyou are not an addressee or 
otherwise authorized to receive this message, you should not use, copy, disclose or take any action based 
on this e-mail or any information contained in the message. If you have received this material in error, 
please advise the sender immediately by reply e-mail and delete this message. Thank you. 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 28 Jun 2013 14:14:11 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: McManus, Ayanna (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E];Freire, Maria 
(FNIH) (T] 

Subject: RE: Target Validation project selection and funding 


Francis, if next week is a problem then I’m sure the following week will work. | am in town Mon-Wed 


the 8-10", have a few family things later in the week. Please let us know. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, June 28, 2013 11:01 AM 

To: Wholley, David (FNIH) [T] 

Cc: McManus, Ayanna (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Subject: RE: Target Validation project selection and funding 


Sure, let’s aim for next week. | am trying to keep a relatively low profile (have grandkids visiting), but 
perhaps we could set this up for a time where | am already at NIH. You can work with Ayanna on 
details. Hudson, Hodes, Insel, Rodgers, and Katz/Carter should be invited, 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Friday, June 28, 2013 9:53 AM 

To: Collins, Francis (NIH/OD) [E] 

Subject: Target Validation project selection and funding 


Hi Francis — | am looking forward to pitching in on the question raised this morning about how we 
coordinate NIH and industry project selection and solicitations in the most appropriate way. | think 
Maria Freire could add a great deal to the discussion, and would ask if it would be OK to include her in 
the meeting you were proposing with some of the other Directors next week. If you agree, | think 
Monday or Tuesday would work best for her calendar—though understand this is time-sensitive. Please 
let me know -thanks, David 


David Wholley 

Director, The Biomarkers Consortium 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www. fnih.org 
Direct (301) 594-6343 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2011 


©FNIH 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 20 Sep 2013 08:37:10 -0400 

To: Collins, Francis (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E] 
Ce: Wood, Gretchen (NIH/OD) [E] 

Subject: RE: TVC 


Francis, unfortunately | am leading a call from 3-4 that | absolutely have to be on. | can move virtually 
anything else today, just not that one. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, September 20, 2013 8:36 AM 

To: Wholley, David (FNIH) [T]; Hudson, Kathy (NIH/OD) [E] 
Cc: Wood, Gretchen (NIH/OD) [E] 

Subject: TVC 


HI David and Kathy, 


We really need to get plans together for how these three TVC programs are going to be managed — 
RFPs, review, awards, governance. 


| know you two have already been talking, but | need to jump in very soon. 
Any chance of a phone call at 3 PM today? 


FC 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 8 May 2013 08:46:11 -0400 

To: Cairns-Smith Sarah;Collins, Francis (NIH/OD) [E] 
Ce: Bloom (Sartorius) Leah;Ringel Michael 

Subject: RE: TVC partnership plan - update & next steps 


I, with perhaps additional behind the scenes 


conversations they two decide may need to be had to build a little consensus around this. 
David 


From: Cairns-Smith Sara 

Sent: Wednesday, May 08, 2013 8:19 AM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Bloom (Sartorius) Leah; Wholley, David (FNIH) [T]; Ringel Michael 
Subject: Re: TVC partnership plan - update & next steps 


Francis, 

| think it would be good for you to talk to Mikael about this, yes. His rationale came from prior programs 
that he felt had similar profiles. | would also ask whether we discuss whether different programs could 
have different splits. Realize that is trickier, but it has come up in discussions. 

Let us know if you want us to attend the Mikael discussion. 


Sarah 


Sent from my iPhone 


On May 8, 2013, at 2:34 PM, "Collins, Francis (NIH/OD) [E]" (I OG> wrote: 


Hi Leah, 


Would you advise that | should speak to Mikael about this prior to Friday? 
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Francis 


From: Bloom (Sartorius) Leah 

Sent: Wednesday, May 08, 2013 12:50 AM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Wholley, David (FNIH) [T]; Ringel Michael; Cairns-Smith Sarah 
Subject: TVC partnership plan - update & next steps 


Francis, 


We wanted to provide you with an upcate on the TVC partnership plan. 


Please let us know if you prefer to stick with the original scenario or use the updated version at this 
point. The proposed path forward is to distribute this to the core steering committee today/tomorrow, 
and discuss as a group on Friday. 


Best, 
Leah 


Leah Bloom, PhD 
Principal 


THE BOSTON CONSULTING GROUP 
4800 Hampden Lane, Suite 400 
Bethesda, Maryland 20814 + United States 


Tel + Nobic NG) 


Assistant: Katherine Kingman 
OO: OO 


Read BCG's latest insights, analysis, and viewpoints at beqperspectives.com 


The Boston Consulting Group, Inc. 
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This e-mail message may contain confidential and/or privileged information, [f you are not an addressee or 
otherwise authorized to receive this message, you should not use, copy, disclose or take any action based on this e- 
mail or any information contained in the message. If you have received this material in error, please advise the 


sender immediately by reply e-mail and delete this message. Thank you. 


NIH - 005324 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 22 Nov 2013 16:30:20 -0500 

To: Katz, Stephen |. (NIH/NIAMS) [E] 

Ce: Collins, Francis (NIH/OD) [E];Carter, Robert (NIH/NIAMS) [E] 
Subject: Re: TVC 


Yes Steve, that is how | see it. 


From: Katz, Stephen I. (NIH/NIAMS) [E] 

Sent: Friday, November 22, 2013 04:22 PM 

To: Wholley, David (FNIH) [T] 

Ce: Collins, Francis (NIH/OD) [F]; Carter, Robert (NTH/NIAMS) [F] 
Subject: TVC 


Hi David-Bob forwarded what you sent to him re the MOUs from 
the OAI2 and the Bone quality inititiative. Thanks. 


It is my understanding that you will be working on some of the 
policies that will be in place across the TVC. These include, but 
are not restricted to IP, sharing, publications etc... After you have 
done this | think that each of the TVC components would then 
determine if there are refinements that need to be made for each 
initiative. 


| know that we have gone over some of these issues on the 
Friday calls but | think that this needs to be explicitly stated so 
that we (NIH and our industry partners) are all on the same page. 


Let me know if you agree- 


Steve 


Steve Katz 

Stephen |. Katz, MD, PHD 
Director, NIAMS 

National Institutes of Health 
Bldg. 31 Rm. 4C32 
Bethesda, MD 20892-2350 
Phone: oOo 


NIH - 005325, 


Fax: i ! 402-3607 
National Institute of 
NTT ps > Arthritis and Musculoskeletal 
and Skin Diseases 


NIH... Turning Discovery Into Health 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 6 Dec 2013 16:22:14 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: What's ina name? 


Both are great, like AMP a little better. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, December 06, 2013 02:49 PM 

To: Palisch Chase [9 OG; Ringel Michael 

Hodes, Richard (NIH/NIA) [E]; Rodgers, Griffin (NIH/NIDDK) [E]; 'lundberg_jan@lilly, com’ 
<lundberg_jan@lilly.com>; Insel, Thomas (NIH/NIMH) [E]; Katz, Stephen I. (NIH/NIAMS) 
[E]; 'francis.cuss@bms.com' <francis.cuss@bms.com>; 'richard.lifton@yale.edu' 


<richard.lifton@yale.edu>; Hudson, Kathy (NIH/OD) [E]; Wholley, David (FNIH) [T]; Cairns- 
Smith Sarah (ase une iamene ; ‘mikael.dolsten@pfizer.com' 
<mikael.dolsten@pfizer.com>; Carter, Robert (NIH/NIAMS) [E] 

Cc: McManus, Ayanna (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Melencio, Cheryl 
(FNIH) [T]; edmonds_pamela_j@lilly.com <edmonds_pamela_j@lilly.com>; Wilkerson, Anita 
D. (NIH/NIDDK) [E]; debra.zander@bms.com <debra.zander@bms.com>; Poole, Charlene 
(NIH/NIDDK) [E]; Holt, Tracy (NIH/NIMH) [E]; Meltzer, Sherry (NIH/NIAMS) [E]; Schulke, 
Hilda (NIH/OD) [E]; elizabeth.cappello@yale.edu <elizabeth.cappello@yale.edu>; Brawley, 
David (NIH/NIDDK) [E]; tim.wagner@pfizer.com <tim.wagner@pfizer.com>; Wood, Gretchen 
(NIH/OD) [E] 

Subject: What's in a name? 


Hi all, 


We've had several discussions over the last month about a new name for TVC. Now I’mina 
situation where I'd like to see if we can resolve this. | have a chance to describe the 
consortium to a VERY highly placed member of the Executive Branch on Monday, and I'd like 
to use a better name if we can agree on one. 


After quite a bit of brainstorming around here, the preferred name that has emerged is 
“Accelerating Medicines Partnership”, or AMP. That has the nice property of being both a 
noun and a verb (we’re AMPing up the development of new medicines). 

Another possibility was ATP (conveys the sense of higher energy, at least for the biology 
wonks), “Accelerating Therapeutics Partnership”. But there was a major initiative from NIST 
a few years ago by this name (“Advanced Technology Program”) and that might lead to 
confusion 


Members of Core Steering Committee, what are your reactions to AMP? 


Best, Francis 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 5 Feb 2014 17:47:55 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Devaney, Stephanie (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E];Burklow, John 
(NIH/OD) [E] 

Subject: RE: Willis-Ekbom disease 


Francis, | suggest something like: 


Mike, 

Great to hear from you. We are indeed tremendously excited by the launch of AMP and its promise for 
patients. As you can imagine, it took some time working with our industry partners to select and plan 
the four disease areas we are funding as pilot projects. While we are focused for now on making sure 
these initial projects get launched effectively, it is also our intention that AMP should grow and expand 
into additional disease areas. We have, in fact, an Executive Committee that | co-chair, one of whose 
functions is to consider exactly that. By copy | am putting you in contact with David Wholley of the 
Foundation for the NIH, who can discuss with you about the timing and the process for this. 


OK—so what's the process? Here is my suggestion. 


Would that be a sound approach? 
David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, February 05, 2014 11:00 AM 

To: Wholley, David (FNIH) [T] 

Cc: Devaney, Stephanie (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Burklow, John (NIH/OD) [E] 
Subject: FW: Willis-Ekbom disease 


Hi David, 
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| suspect we will be getting a number of messages/requests like this — do you already have a standard 
response? 


Fe 


From: mike brownstein 

Sent: Tuesday, February 04, 2014 5:30 PM 
To: Collins, Francis (NIH/OD) [E] 

Subject: Willis-Ekbom disease 


Hi Francis, 


I'm on the BOD of the Willis-Ekbom Disease Foundation (formerly the Restless Legs Syndrome 
Foundation). Though this disease affects about 11% of the population, it receives rather little 
attention. At least one quarter of the people who suffer from it have a fairly severe and 
debilitating form of the illness and need treatment. The drugs available are not ideal: dopamine 
agonists, gabapentin enacarbil, and opiates. More targets and better treatments are needed! (The 
idiopathic form of the disease is likely to be caused by an abnormality in CNS iron metabolism. The 
relationship between brain iron and the genes that have turned up in association studies is being 


sought.) 

| was interested in your recent description of the AMP. How will additional diseases be 
nominated and selected for funding? What would we have to do to throw WED's hat in 
the ring? 


thanks, mike 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 19 Feb 2014 17:31:04 -0500 

To: Collins, Francis (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E];Tabak, Lawrence 
(NIH/OD) [E] 

Subject: Re: SGC collaboration with AMP? our chemical probes, your assays 


Oh yes. I know Aled. :) Please tell him to contact me? 

od Original Message ----- 

From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, February 19, 2014 04:58 PM 

To: Hudson, Kathy (NIH/OD) [E]; Wholley, David (FNIH) [T]; Tabak, Lawrence (NIH/OD) [E] 
Subject: FW: SGC collaboration with AMP? our chemical probes, your assays 


I think Aled has misunderstood the goals of AMP. What AMP will produce is well upstream of the need for 
chemical probes. 


David, have you been responding to queries like this? If so, can I turf this one to you? :) 

Francis 

From: Aled Edwards [mailto:aled.edwards@utoronto.ca 

Sent: Wednesday, February 19, 2014 3:55 PM 

To: Collins, Francis (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E] 

Ce: Chas Bountra 

Subject: SGC collaboration with AMP? our chemical probes, your assays 

Hi Gents 

I was thinking it would be wonderful if SGC could develop a collaboration with AMP in which our chemical probes 
are disseminated into your network's assays the instant they emerge from our labs (and not yet available 
commercially). Like chocolate and peanut butter, I think a collaboration would be a phenomenal way to accelerate 


the discovery of new therapeutic opportunities 


If you think that would be something of interest to you, please let me know, and perhaps we can arrange a call to 
discuss? 


Yours from sunny Canada, home of the Gold Medal Olympic Hockey team (you will read about it next Sunday) 
Al 


P.S. and congratulations on bringing AMP over the finish line - from experience, I can imagine it was quite a slog! 


Aled Edwards S.G. 
Director 


Structural Genomics Consortium 
www.thesge.org. 


Professor 


NIH - 005330 


University of Toronto 


Visiting Professor of Chemical Biology 
University of Oxford 


101 College Street 
MaRS South Tower, Suite 706 
Toronto, Ontario 

CANADA MSG IL7 


Tel: 416-946-3795 
Fax: 416.946.0880 


NIH - 005331 


From: Wholley, David (FNIH) [T] 

Sent: Sun, 26 Jul 2015 10:08:48 -0400 

To: Melencio, Cheryl (FNIH) [T];Doswell, Greta (NIH/OD) [E];Wood, Gretchen 
(NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E];Boskent, Celeste (NIH/OD) [E];Hudson, Kathy (NIH/OD) 
[E];Gadbois, Ellen (NIH/OD) [E] 


Ce: Whitaker, Sanya (FNIH) [T];Canet-Aviles, Rosa (FNIH) [T];Hoffmann, Steve (FNIH) 
[T],Jones, Jessica (FNIH) [T];Collins, Francis (NIH/OD) [E] 

Subject: RE: Slides for Monday, July 27 9 a.m. AMP EC Pre-call 

Attachments: 26 June 2015 AMP EC Teleconference Minutes_final for approval.docx 
Importance: High 


In addition for tomorrow's pre-call please see minutes of last AMP FC meeting. Sorry for the late 
inclusion. David 


From: Melencio, Cheryl (FNIH) [T] 

Sent: Friday, July 24, 2015 12:13 PM 

To: Doswell, Greta (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E]; 
Boskent, Celeste (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E] 

Cc: Wholley, David (FNIH) [T]; Whitaker, Sanya (FNIH) [T]; Canet-Aviles, Rosa (FNIH) [T]; Hoffmann, 
Steve (FNIH) [T]; Jones, Jessica (FNIH) [T] 

Subject: Slides for Monday, July 27 9 a.m. AMP EC Pre-call 


Good afternoon 

Attached are the slides for Monday’s pre-call. Also attached is the attendee list for Friday’s call. 
The dial-in coordinates are: (POE Participant Code: (NO@ 

Have a good weekend. 

Cheryl 


Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
For eleven consecutive years, Charity Navigator has rated the FNIH as an organization that exceeds 
industry standards. 


SFNIH 


To facilitate conservation of earth's precious natural resources please consider the environment before printing this email. 
Confidentiality Notice: Information contained in this e-mail and attachments may be legally privileged and confidential. If you are not an 
intended recipient, you are hereby notified that dissemination, distribution or copying this e-mail and attachments is strictly prohibited: 
please delete the e-mail and attachments immedietely. 


NIH - 005332 


NIH - 005333 


Foundation for the National Institutes of Health 
Accelerating Medicines Partnership 
Core Executive Committee 
Teleconference Meeting Minutes 
Friday, June 26, 2015 
8:00 a.m. — 9:00 a.m. ET 


Participants: Neil Buckholtz, Rosa Canet-Avilés, Robert Carter, Francis Collins, Francis Cuss, Mike 
Decker, Sanya Fanous Whitaker, Ellen Gadbois, Richard Hodes, Marty Hodge, Steve Hoffmann, 
Stephen Katz, Griffin Rodgers, Philip Smith, Morten Sogaard (on behalf of Mikael Dolsten), 
Susanna Serrate-Stein, Sharon Terry, David Wholley 


NIH - 005338 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 31 Jan 2014 17:29:18 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Burklow, John (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E];Myles, Renate (NIH/OD) 
[E];Wolf-Rodda, Julie (FNIH) [T] 

Subject: RE: SUPER-URGENT: patient organizations and AMP 


| am getting on the phone with him now. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, January 31, 2014 5:27 PM 

To: Wholley, David (FNIH) [T] 

Ce: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Wolf-Rodda, 
Julie (FNIH) [T] 

Subject: SUPER-URGENT: patient organizations and AMP 


(@@® just called back - 
(EN Sounds to me like you could work something out for Tuesday. Call him NOW at (IG 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Friday, January 31, 2014 5:15 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Wolf-Rodda, 
Julie (FNIH) [T] 

Subject: RE: patient organizations and AMP 


Wonderful, Francis, thanks so much. We will follow up witH{{@M@; hopefully they will rethink their 
position. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, January 31, 2014 5:01 PM 

To: Wholley, David (FNIH) [T] 

Cc: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Wolf-Rodda, 
Julie (FNIH) [T] 

Subject: RE: patient organizations anc AMP 


| spoke with (GV), just to be sure he knew about the forthcoming announcement, and that T2D 
was one of the diseases featured. He had been informed about this through [NO 


FC 


NIH - 005339 


From: Wholley, David (FNIH) [T] 

Sent: Friday, January 31, 2014 12:13 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Wolf-Rodda, 
Julie (FNIH) [T] 

Subject: RE: patient organizations and AMP 


Let me know if you have further questions. 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, January 31, 2014 11:38 AM 

To: Wholley, David (FNIH) [T] 

Cc: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Wolf-Rodda, 
Julie (FNIH) [T] 

Subject: RE: patient organizations and AMP 


What kind of financial contribution are the non-profits being asked to make? 


From: Wholley, David (FNIH) [T] 

Sent: Friday, January 31, 2014 10:56 AM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Wolf-Rodda, 
Julie (FNIH) [T] 

Subject: RE: patient organizations and AMP 

Importance: High 


Francis, here’s the follow-up: 


NIH - 005340 


Will send you all the phone numbers by email momentarily. 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, January 31, 2014 8:19 AM 

To: Wholley, David (FNIH) [T] 

Cc; Burklow, John (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 

Subject: patient organizations and AMP 

Hi David, 

It’s great to hear that a couple of patient organizations have signed on to the RA/lupus part of AMP. 


(Is there anything | can do to help with that? Of course | can’t do fund- 
raising, but | can explain the promise of the program, if that would be useful. 


FC 


NIH - 005341 


From: Wholley, David (FNIH) [T] 

Sent: Fri, 27 Sep 2013 11:59:34 -0400 

To: Collins, Francis (NIH/OD) [E];Ringel Michael (] OO) cairns- 
Smith Sarah yyy Palisch Chase | Hudson, Kathy 


(NIH/OD) [E] 
Subject: RE: Target Validation consortium - BMS's financial commitment 


| think we expected this would be a problem for some of the companies. | do not think we should 
abandon efforts to get startup funds from companies in 2013, but agree most of the action begins in 
2014 anyway. 


From: Collins, Francis (NIH/OD) [E] 
Sent: Friday, September 27, 2013 9:38 AM 


To: Ringel Michael ; Cairns-Smith Sarah ey tala ERIN AT Palisch 
Chas Hudson, Kathy (NIH/OD) [E]; Wholley, David (FNIH) [T] 


Subject: FW: Target Validation consortium - BMS's financial commitment 


Please see note below from Francis Cuss, The uncertain situation at BMS is a concern, but | hope you 


would agree that the real commitments need to be made for 2014. (Nee 


We should still try to set up a call with Mikael. 


FC 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, September 27, 2013 9:33 AM 

To: 'Cuss, Francis’ 

Subject: RE: Target Validation consortium - BMS's financial commitment 


Dear Francis, 

Wow, this is indeed sobering news. But I’d like to maintain an optimistic perspective. | wouldn’t be 
surprised if one or two other pharmas had the same problem with Q4 of 2013. Realistically, we won’t 
be issuing RFPs until December 2013 or January 2014, so it’s really 2014 where definitive commitments 
will be most needed. | will remain hopeful that BMS will be in a stronger position then —and | am willing 


to make contacts at other levels of the company if that would be helpful. 


We definitely need you on the core committee! 


Warm regards, Francis 


NIH - 005342 


From: Cuss, Francis [mailto:francis.cuss@bms.com’ 
Sent: Friday, September 27, 2013 9:09 AM 

To: Collins, Francis (NIH/OD) [E] 

Subject: Target Validation consortium - BMS's financial commitment 


Dear Francis, 


[regret to inform you that [itty 


(EE | will be unable to honor my commitment to make a payment towards the Alzheimer’s 
disease initiative of the Target Validation Consortium in the fourth quarter of 2103. 


Obviously as we've discussed many times during the last few months, the more focused and 
attractive the proposals ultimately become the easier it is to prioritize such an investment, and 
I'm hoping the project plans will continue to slim down a bit as the process of review continues. 


| appreciate that at this time, just as we are pulling together the final members of the 
consortium, it’s not a good time to show any lack of unity of purpose, but | thought it would be 
better to share my circumstances with you as soon as it became evident. With the final goal in 
mind | would be happy to continue my association with the core committee if you felt it would 
be helpful, but | leave that to your judgment in the context of BMS’s present inability to commit 
definitively. 


LN bur 1 reach 


out to discuss this with you further when | return next week. 


Sincere apologies, 
Francis 


This message (including any attachments) may contain confidential, proprietary, privileged and/or private 
information. The information is intended to be for the use of the individual or entity designated above. If 
you are not the intended recipient of this message. please notify the sender immediately, and delete the 
message and any attachments. Any disclosure, reproduction, distribution or other use of this message or 
any attachments by an individual or entity other than the intended recipient is prohibited. 


NIH - 005343 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 7 Mar 2013 20:31:44 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: 

Subject: RE: Target Validation Consortium - quick check in 


Not that | think it makes any difference to the TV Consortium at this point, but in case you'd not heard 
Peter Kim was replaced by Roger Perlmutter this afternoon as head of R&D at Merck. Perlmutter starts 
April 15. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, March 07, 2013 7:09 PM 

To: Cairns-Smith Sarah; Katz, Stephen I. (NIH/NIAMS) [E]; Carter, Robert (NIH/NIAMS) [E]; Wholley, 
David (FNIH) [T]; Hudson, Kathy (NIH/OD) [E] 

Ce: Ringel Michael 

Subject: RE: Target Validation Consortium - quick check in 


Too bad. |s {GE still in? 


From: Cairns-Smith Sarah [mito 
Sent: Thursday, March 07, 2013 7:07 PM 


To: Collins, Francis (NIH/OD) [E]; Katz, Stephen I. (NIH/NIAMS) [E]; Carter, Robert (NIH/NIAMS) [E]; 
Wholley, David (FNIH) [T]; Hudson, Kathy (NIH/OD) [E] 

Cc: Ringel Michael 

Subject: FW: Target Validation Consortium - quick check in 


Heads up — while a bit disappointing likely better to know this now rather than later. Let's discuss 
replacements, including thoughts on her suggestions below. 


Sarah 


Sarah Cairns-Smith, Ph.D. 
Partner and Managing Director 

THE BOSTON CONSULTING GROUP 
Tol. TOS Mobile 


From: Laurie H. Glimcher [mailto:lglimche@med.cornell.edu] 
Sent: Thursday, March 07, 2013 6:52 PM 
To: Cairns-Smith Sarah 


Cc: jeff_leiden@vrtx.com; Ringel Michael 
Subject: Re: Target Validation Consortium - quick check in 


I'm sorry to say that |] am just not going to be able to participate in this effort, simply for 
lack of time. I honestly don't have even half a day that I can spare at this point. I won't be 
able to give this project the effort it deserves- and it would be far better to find someone 
who could.. 


NIH - 005344 


J apologize- I did not realize how immensely overcommitted I was. 
Laurie 


Dr.Laurie H. Glimcher 
Stephen and Suzanne Weiss Dean 
Weill Cornell Medical College 


Provost of Medical Affairs Cornell University 
1300 York Avenue, F-113 

New York, New York 10065 

Tel 212-746-6005 

Fax 212-746-8424 

Email lgimche@med.cornell,edu 


On Mar 5, 2013, at 12:45 PM, Cairns-Smith Sarah wrote: 


Dear Laurie and Jeff, 
Just checking in on whether you have had time to connect following our initial call. 
Our BCG team is meeting with Steve Katz on Thursday — hoping to doa little more thinking on 


how we could help time-wise given your concerns on availability, we'll come back to you after 
that call. 


Se Radic come up more prominently 
in that discussion but there may also be potential for other diseases - psoriasis, lupus, IBD, MS, 
COPD —all had mentions. It will be a call on what is likely to gain traction with a reasonable 
number of companies, as you raised in our telecon. 


You had also asked about the sources of funding — the SC reiterated their expectation that this 
would potentially be both NIH and biopharma funded, possibly also including sources such as 
philanthropic funds and disease foundations, Of course, the exact model, level of funding, and 
willingness to fund will depend on the specific research agenda actually proposed. 


We'd also want to relay that there was tremendous appreciation for your participation anda 
recognition that we may want to adapt the approach given your time constraints - per above, 


we intend to raise this with Steve Katz. 


Thank you again, let us know more we can help with at this stage. 


NIH - 005345 


Kind regards, 


Sarah and Michael 


Sarah Cairns-Smith, Ph.D. 
Partner and Managing Director 

THE BOSTON CONSULTING GROUP 
Tel. GS - Mobile| 


The Boston Consulting Group, Ine. 


This e-mail message may contain confidential and/or privileged information. If you are not an addre: 
otherwise authorized to receive this message, you should not use, copy, disclose or take any action based 
on this e-mail or any information contained in the message. If you have received this material in error, 
please advise the sender immediately by reply e-mail and delete this message. Thank you. 


From: Wholley, David (FNIH) [T] 

Sent: Wed, 7 Aug 2013 19:40:15 -0400 

To: Palisch Chase;Ringel Michael;Holt, Tracy (NIH/NIMH) [E];Wagner, 
Tim;'‘altshuler@molbio.mgh.harvard.edu';Carter, Robert (NIH/NIAMS) [E];Budzinack, Janet;Wood, 
Gretchen (NIH/OD) [E];Bronson, Charlette (NIH/NIA) [E];Rodgers, Griffin (NIH/NIDDK) 
[E];'francis.cuss@bms.com';Stefan Reed;Meltzer, Sherry (NIH/NIAMS) 
[E];debra.zander@bms.com;Schulke, Hilda (NIH/OD) [E];'mikael.dolsten@ pfizer.com';insel, Thomas 
(NIH/NIMH) [E];edmonds_pamela_j@lilly.com;Hodes, Richard (NIH/NIA) [E];Cairns-Smith Sarah;Collins, 
Francis (NIH/OD) [E];'garry@appletreepartners.com';'richard.lifton@yale.edu';Bloom (Sartorius) 
Leah;Katz, Stephen I. (NIH/NIAMS) [E];Sara Ponzo;Hudson, Kathy (NIH/OD) [E];Brawley, David 
(NIH/NIA/ERP) [E];‘lundberg_jan@lilly.com';'Wendy Ward' 


Ce: Wolf-Rodda, Julie (FNIH) [T] 
Subject: Target Validation Consortium Non-Profit Funding Prospects 
Attachments: Target Validation Non-profit prospects FNIH 8-7-13.xIsx 


Dear TVC Steering Committee Members: 


In response to your request on Friday's TVC check-in call that FNIH now begin soliciting participation and 
funding from non-profit organizations for the Consortium, | have attached a draft prospect list that we 
plan to use for outreach. | believe this will be discussed on this Friday's check-in call; however please 
feel free to provide me directly with your thoughts in the interim if you wish. 


| look forward to your feedback. 


David Wholley 


NIH - 005347 


NIH - 005348 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 12 Apr 2013 17:26:18 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: 

I melencio, Cheryl (FNIH) [T] 

Subject: Target Validation Consortium structure 
Francis, 


As was mentioned in this morning’s Target Validation Consortium Steering Committee call, BCG and | 
have been 

working together to lay out a potential framework for how the Consortium would be structured, 
governed, and financed post-Design Phase. We’d like to get your perspective on the framework and 
some of the inherent related questions before we bring this to the Steering Committee, and | think it is a 
subject best discussed face to face if at all possible. Is there any chance you might have 30 minutes or 
so to meet with us next week—say Thursday or Friday--to go over this? My assistant Cheryl Melencio 
can work with the BCG folks and your office to coordinate if yes. 


Thanks, 

David 

David Wholley 

Director, The Biomarkers Consortium 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 594-6343 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2011 


SFNIH 


NIH - 005349 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 28 Jun 2013 09:52:38 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Target Validation project selection and funding 


Hi Francis — | am looking forward to pitching in on the question raised this morning about how we 
coordinate NIH and industry project selection and solicitations in the most appropriate way. | think 


. If you agree, | think 
Monday or Tuesday would work best for her calendar—though understand this is time-sensitive. Please 
let me know -thanks, David 


David Wholley 

Director, The Biomarkers Consortium 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 594-6343 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2011 


NIH - 005350 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 14 Nov 2013 20:21:33 -0500 

To: Collins, Francis (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E] 
Subject: TVC contracting.pptx 

Attachments: TVC contracting.pptx 


For our discussion tomorrow morning 


NIH - 005351 


Fouredation to 


[ation tmetuten of Meath 


Partners for Innovation, Discovery, Health | www.fnih.org 2 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 10 Oct 2014 14:19:35 -0400 
To: Collins, Francis (NIH/OD) [E] 
Ce: Vassileva, Maria (FNIH) [T];Whitaker, Sanya (FNIH) [T];Gadbois, Ellen (NIH/OD) 


[E];Hudson, Kathy (NIH/OD) [E];Smith, Philip (NIH/NIDDK) [E];Andy Plump;Rodgers, Griffin (NIH/NIDDK) 
(E] 
Subject: Update : AMP T2D datasets and IMI 


Francis, 


| wanted you to know that we connected this morning with the IMI staff Michel Goldman had suggested-- 
Magda Gunn, Scientific Officer in charge of the IMI 2 Diabetes Portfolio and Magali Poinot, Legal Counsel--to 


The upshot 


Please let me know if you have any questions. 


Thanks, David 


NIH - 005355, 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 7 Jan 2015 16:53:02 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E] 
Subject: Rupert Vessey has left Merck 

Hi Francis: 


Just heard this last night. Rupert was our Extended EC contact for Merck on AMP of course. How would 
you like to handle? 


Thanks, David 


NIH - 005356 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 4 Nov 2014 12:58:15 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Schizophrenia and AMP. 

Francis, 


| checked with Tom as requested in our EC call on Friday as to whether schizophrenia should be brought back 
to AMP as a discussion topic on the Extended EC call on November 21. Tom was not enthusiastic about doing 
this. He has been pursuing something 


eS ee eee ee ee ee Se 
an thinks that is the right place for it. | think this is partly 
because the nature of the effort does not seem to fit in with the aims of AMP—the current idea is more of a 
natural history type study with early identification and development of biomarkers and outcome measures to 


assess risk, define progression, stratify populations, etc, like ADNI than a target validation effort. | think 
another big reason il ili itt exe) 
ls. Tom did say that an effort to do something around 

|, and that it is something Steve 
Hyman may be interested in pursuing, but again doubts there would be any more interest in this from the 
AMP participants than there was last fall. 


David 


NIH - 005357 


From: 
Sent: 
To: 

Ce: 

(T] 
Subject: 


Regards, 


Francis 


Suggested note to Mikael: 


Wholley, David (FNIH) [T] 

Mon, 23 Jun 2014 09:58:30 -0400 

Collins, Francis (NIH/OD) [E] 

Hudson, Kathy (NIH/OD) [E];Gadbois, Ellen (NIH/OD) [E];Hoffmann, Steve (FNIH) 


STOP-SLE Consortium with Pfiizer and EMD-Serono 


NIH - 005358 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 9 Nov 2015 16:59:44 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Automatic reply: Feedback on Parkinson's disease proposal 


1 am out of the office on vacation Monday and Tuesday, November 9 and 10, and on holiday November 11 and will 
not be checking email. Please contact Cheryl Melencio at cmelencio@fnih.org or 301-402-4970 if you have an 
urgent matter. 


NIH - 005359 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 18 Dec 2015 10:08:02 -0500 

To: Collins, Francis (NIH/OD) [E] 

Subject: Biogen a "no" on Parkinson's proposal 
Attachments: image001.jpg 


Francis—fyi, | just spoke to’ 


David 


From: Tim Harris [mailto:tim.harris@ biogen.com] 

Sent: Friday, December 18, 2015 9:55 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: Re: Materials for AMP Extended Executive Committee Teleconference -- December 18, 2015 -- 
10:30 a.m. - noon 


| can call you at 1000h 
Sent from my iPhone 


On Dec 18, 2015, at 9:44 AM, Wholley, David (FNIH) [T] <dwholley@fnih.org> wrote: 


Tim, one of the key outcomes of the meeting will be initial consideration of whether we should develop 
a Parkinson's AMP initiative. 


(IW) since this discussion will take place at the end of the call, you will miss it. [ONG 


a SS ES PEE ES 
ECE) That would be most helpful 


to know. 


Thanks, David 


From: Melencio, Cheryl (FNIH) [T] 
Sent: Friday, December 18, 2015 9:06 AM 
To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 


NIH - 005360 


Subject: FW: Materials for AMP Extended Executive Committee Teleconference -- December 18, 2015 -- 
10:30 a.m. - noon 


fyi 


From: Tim Harris [mailto:tim.harris@biogen.com) 

Sent: Friday, December 18, 2015 6:57 AM 

To: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: Materials for AMP Extended Executive Committee Teleconference -- December 18, 2015 -- 
10:30 a.m. - noon 


| will only be on the call until 1130h . Please let David know that 
tim 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org] 

Sent: Thursday, December 17, 2015 5:17 PM 

To: Cardon, Lon; Chin, Bill; Hait, Bill; Miletich, Joseph; Oyler, Cat; Sullivan, Jim; Vallance, Patrick; 
Woodcock, Janet (FDA/CDER); Yamada, Tachi; Zerhouni, Elias; Buckholtz, Nei! (NIH/NIA) [E]; Canet- 
Aviles, Rosa (FNIH) [T]; Carter, Robert (NIH/NIAMS) [E]; Collins, Francis (NIH/OD) [E]; Cuss, Francis; 
Decker, Mike; Dolsten, Mikael; Gadbois, Ellen (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; Hodge, 
Martin; Hoffmann, Steve (FNIH) [T]; Hudson, Kathy (NIH/OD) [E]; Katz, Stephen I. (NIH/NIAMS) [E]; Li, 
Rose; Lifton, Richard; Lundberg, Jan; Rodgers, Griffin (NIH/NIDDK) [E]; Smith, Philip (NIH/NIDDK) [E]; 
Sorrow, Kathleen; Stein, Peter; Terry, Sharon MA; Whitaker, Sanya (FNIH) [T]; Wholley, David (FNIH) 
[T]; Browning, Jeff; Carrillo, Maria; Fillit, Howard; Hanrahan, Leslie; Hedrick, Joe; Hendrix, James; List, 
James; Nickerson, Helen; Pragnell, Marion; Spear, Nicole (FNIH) [T]; Jones-Davis, Dorothy (FNIH) [T]; 
‘emarchiolo@rheumatology. org’; Rotrosen, Daniel (NIH/NIAID) (EJ; Goldmuntz, Ellen (NIH/NIAID) [E]; 
i OO ‘aniskar@arthritis.org'; Tim Harris; Gary.Nabel@sanofi.com; ‘Jeffrey 
‘Browning; 7 Lea; Allison } (NIH/OD) [C]; Faltoo, Dina (NIH/OD) [E] 

Cc; Burkhardt, Carolyn; Choisnet, Tracey; Corsini, Linda; Jacquet, Catherine; Jones, Kim; Kim, Jenny; 
Ligon, Sharnell (CDER) (FDA/CDER); Liotta, Tina; Maya Viswanath; Perala, Mie; Profrock, Kathy; 
Schuster, Donna; Sultani, Tila; Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; 
Cappello, Elizabeth; Clark, Katie; Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta (NIH/OD) [E]; 
Edmonds, Pamela; Gwaldis, Janice; Hennessey, Shawn; McManus, Ayanna (NIH/OD) [E]; Meltzer, Sherry 
(NIH/NIAMS) [E]; Murza, Tanya; Parpana, Sarah (NIH/NIDDK) [C]; Poole, Charlene (NIH/NIDDK) [E]; 
Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) [E]; Wilkerson, Anita D. 
(NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra; Maya Viswanath 

Subject: Materials for AMP Extended Executive Committee Teleconference -- December 18, 2015 -- 
10:30 a.m, - noon 


Dear AMP Extended Executive Committee members and Steering Committee Co-Chairs: 
Please find attached the materials for our teleconference tomorrow: 
1. The main Powerpoint slide deck we will be using to guide our discussion. 


2. A copy of the executive summary of the Parkinson's disease concept level proposal that was 
previously sent to you for your consideration on December 7, 2015. 


3. A copy of the full Parkinson’s disease proposal as sent to you also on December 7. 


NIH - 005361 


We look forward to a succinct and solid summary of progress on the three existing disease areas of AMP 
as well as the PD proposal. As you will note we also have some key questions for you about the progress 
on each disease area as well as your thoughts on the progress and direction of the partnership as a 
whole. We hope you will weigh in actively on these topics in the course of the call. 


As a reminder, slides will also be available via webinar; logistics for the call are below. Please don’t 
hesitate to contact me or Cheryl Melencio (cmelencio@fnih.org or 301-402-4970) with any questions 
about logistics. 


NOTE: Dial-in credentials: US/Canadaf)9O@@ France: (YO Germany: 0800 588 
9700 UK: 08080 238 9879 Switzerland: 0800 661 155 Participant Code: | 


We will also have an AdobeConnect link available if you would like to join. 
http://teamcall2.adobeconnect.com/ampextendedec/ 
Regards, 


David Wholley 


Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
For eleven consecutive years, Charity Navigator has rated the FNIH as an organization that exceeds 
industry standards. 

<image001.jpg> 


To facilitate conservation of earth's precious natural resources please consider the environment before printing this email. 


Confidentiality Notice: Information contained in this e-mail and attachments may be legally privileged and confidential. If you are not an 
intended recipient, you are hereby notified that dissemination, distribution or copying this e-mail and attachments is strictly prohibited; 


please delete the e-mail and attachments immedictely. 


FNIH 
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SFENIH 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 30 Oct 2015 09:11:09 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: EC call 

Francis: 


Sorry about the time crunch at the end; | thought looking at everyone’s slides that their updates would 
be shorter than usual but presentations seems to expand to fill the time allotted etc. Will try to be more 
aggressive on time management in future. 


David 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 8 Nov 2015 11:16:00 -0500 

To: Dolsten, Mikael 

Ce: Collins, Francis (NIH/OD) [E] 

Subject: Feedback on Parkinson's disease proposal 


Mikael, just a reminder that you were going to get some internal feedback this week on the Parkinson’s 
Disease proposal for AMP submitted by Steve Finkbeiner, whether Pfizer would be potentially 
supportive of it. Please let me know any outcome of those discussions. Thanks, David 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 25 Sep 2015 09:49:28 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Follow up to today's AMP EC call 


Hi Francis—just wanted to follow up with you quickly by email on two issues from today’s meeting: 


1) Attendance — | checked again with Cheryl, and she said Francis Cuss actually had changed his status 
for today’s meeting to “tentative” at some point—so | misspoke on that, apologize for my error. Going 
forward, we are working with Mikael’s office to find dates that will work for both you and him in 
November (the current date won’t work) and for next year so we can maximize his participation. The 
December “FC” meeting is actually the Extended FC meeting currently scheduled for December 18 
(Mikael’s EA probably was just looking at regular EC meetings on Fridays in her earlier note)—invitations 
and acceptances had been received for that long ago, but we are going to begin now rechecking 
calendars (including yours) to make sure there are no critical conflicts and try to reconfirm attendance 
with as many participants as possible. | have asked Cheryl to routinely reconfirm attendance for each EC 
call two weeks before the call and highlight any new declines or tentatives so | can work on them and 
alert you ifneed be. Hopefully that will help. 


2) New disease areas for AMP - (i [i i i es 


up with a compelling proposal. FYI, an academic group approached Rosa and me about a potential 
concept proposal in Parkinsons just yesterday—they have apparently also spoken to Walter Koroshetz, 
though Walter and | have yet to catch up to see what he thinks about it. 


Please let me know what you think of these plans when you get a chance. See you on the phone later 
today. 


David 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 28 Oct 2015 11:55:46 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Lea, Allison (NIH/OD) [C];Melencio, Cheryl (FNIH) [T] 
Subject: FW: (from Finkbeiner) FW: 

Attachments: AMP New Concept_Form_PD_10_27_final.pdf 

Importance: High 


Francis — | trust you have seen the note from Walter. The version of the Parkinson's concept for AMP 
just sent out with the meeting materials (and attached here, for your convenience) is a new version that 


(pp Steven Finkbeiner apparently did this after consulting with Walter and his team, though | am 
not sure what Walter’s opinion of the proposal is now. 


Thanks, David 
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SFNIH 


Foundation for the 
National Institutes of Health 


Version 1.0 


ACCELERATING MEDICINES PARTNERSHIP 
NEW PROGRAM PROPOSAL FORM 


Individuals or groups interested in proposing a new program area for the Accelerating Medicines Partnership 
(AMP), whether in an existing or new disease area, should complete this proposal form and submit it via email 
to the Foundation for the National Institutes of Health at AMP@FNIH.org. 

The purpose of the submission is to define succinctly and clearly the proposed problem, background and 
rationale for the proposed program, what work is proposed, how it will be done, and how it might be funded. 
(Please note that AMP does not have pre-existing funding for new programs; funds must be 
raised or prioritized out of public and private sector sources). It should also be made clear why this 
is a good fit for AMP. Please see the attached summary of AMP and relevant policies. 


Proposed program Accelerating Medicines Partnership for Parkinson’s Disease 
name/descriptor 
Submitter(s) Steven Finkbeiner 
Name: Director, Taube/Koret Center for Neurodegenerative Disease 
Title: Senior Investigator, Gladstone Institutes 
E-mail: Professor, UCSF 
Tel: sfinkbeiner@gladstone.ucsf.edu 
Mark Cookson 


Senior Investigator, Cell Biology and Gene Expression Section 
National Institutes of Aging, NIH 
cookson@mail.nih.gov 


Andy Singleton 

Chief, Molecular Genetics Section and Laboratory of Neurogenetics 
National Institutes of Aging, NIH 

Singlete@MAIL.NIH.GOV 


Submission Date: 


Disease Area of Project Parkinson’s Disease 
Estimated duration of the 5 years 

| project 
Estimated total cost of the $30M in direct costs 
project 


Note: The table cells will expand to accommodate text as added. 
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SUMMARY OF THE ACCELERATING MEDICINES PARTNERSHIP (AMP) 

The Accelerating Medicines Partnership (AMP) is a pre-competitive effort among government, 
industry, academia, and non-profit organizations to harness collective capabilities, scale, and 
resources toward improving current efforts to develop new therapies for complex, heterogeneous 
diseases. The focus of the partnership is on doing the research necessary to understand these 
diseases more fully, identifying the right targets to pursue for drug therapy, and thereby accelerating 
the ability to bring new medicines to patients in these diseases. To date, AMP has established 
research programs in Alzheimer’s disease, type 2 diabetes, rheumatoid arthritis, and systemic lupus 
erythematosus. 


As AMP is designed as a precompetitive research partnership, new program proposals should be 
intended to observe the following AMP policies: 


Antitrust 


The project participants agree that all research activities funded by the partnership fall into the pre- 
competitive space. There is to be no discussion of marketing activities. 


Confidentiality 


The project participants agree that there is to be no sharing of confidential information as a “blanket 
tule.” If sharing is required, a specific CDA will be established by relevant parties and FNIH. 


Solicitations 
Solicitations will be open where practicable (or required by federal regulation). 
Conflict of interest 


Any conflicts of interest that arise are to be documented and reviewed with FNIH and the Executive 
Committee, who will jointly develop a mitigation strategy. 


Publications 

Projects will generally operate under a “team science" approach, and publications will have joint 
authorship where feasible. Specific publication strategies will be developed as part of each project 
plan. 

Data sharing 

Findings will be shared broadly and quickly, in the interest of patients and the public health; in 
certain cases partnership participants may have access to findings during assessment of data 
quality (up to 6 months of QA/QC). 


Intellectual property 
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Pre-existing IP must be free to be used by the partnership. All research discoveries are intended to 
be released into the public domain, with no pre-emptive patenting. In rare instances when this is not 
possible, FNIH will determine fair strategies for distributing IP to encourage broad commercialization 
and balanced public health benefit and review them with the Steering Committee and Executive 
Committee. 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 13 Nov 2015 12:42:54 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: FW: a quick question 


FYI. lam not surprised. We can ask Neil to review on the next EC call. 


From: Buckholtz, Neil (NIH/NIA) [E] 

Sent: Friday, November 13, 2015 12:38 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: RE: a quick question 


It went back and forth and | don’t think there was really a resolution at the end, although the companies 
did not seem too keen on this. There was also some confusion about what an AMP project actually 
needs to be, with some people talking about drug development which | don’t think is really relevant. | 
think that the Forum will go back to the companies to ask about their interest and discuss this at the 
next meeting. Neil 


Neil Buckholtz, PhD 

Director, Division of Neuroscience 
National Institute on Aging 

7201 Wisconsin Ave., Suite 350 
Bethesda, MD 20892 

Phone: 

Fax: 301-496-1494 


Errail: (NO, 


From: Wholley, David (FNIH) [T] 
Sent: Friday, November 13, 2015 11:51 AM 


To: Buckholtz, Neil (NIH/NIA) [E] oo 


Subject: a quick question 


Neil, how did i i fii -_i iAiiAAAAAAO> [es 
Bee ee ee ee 
{> Any brief insights you could share would be helpful. Thanks, David 


NIH - 005381 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 22 Sep 2015 15:16:37 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Canet-Aviles, Rosa (FNIH) [T] 
Subject: AMP consortium /@@) 

Francis, 


| realized after we'd hung up that we did not get to talk about the proposal of |) OGG 
LLL ENN. As you will recall this 
was proposed by Steve Hyman and Story Landis as an agenda topic for their November 10 meeting, with 
potential invitations to several of the AMP co-chairs to present on their disease areas. | have exchanged 
an email on this with Walter Koroshetz but have not yet heen able to set a firm calendar date for a call 
with him and his deputy. We have a pretty packed agenda for Friday morning, but perhaps if | tack ona 
brief discussion at the end of Neil’s presentation on AMP AD that would work? Alternatively we’d leave 
it to next time, but that is getting close to the OM meeting date. Please advise how you'd like this 
handled. 


Regards, David 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 25 Oct 2015 19:16:45 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Melencio, Cheryl (FNIH) [T];Di Mantova, Emma (NIH/OD) [E];Boskent, Celeste 
(NIH/OD) [E];Wood, Gretchen (NIH/OD) [E] 

Subject: AMP EC materials for Oct 30 (pre-call) 

Attachments: AMP EC Slides OCT 30 2015_DRAFT.pptx, 25 Sept 2015 AMP EC teleconference 


draft minutes clean.docx 


Dear Francis — 
Here are the materials for our AMP EC pre-call tomorrow afternoon. 
David 
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Meeting Agenda 


Partners for Innovation, Discovery, Health | www.fnih.org 2 


Action Items from September 25 AMP EC Meetitfigy 
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| | AMP-AD SC Update 
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|AMP-AD SC Update 
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|AMP-AD SC Update 
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| AMP AD Face-to-Face Meeting 


November 18th and 19th Bethesda, MD Bethesda Marriott Pooks 
HillAttendees:AMP-AD Steering CommitteeNIH Academic Grantees from 
Project A & BIndustry ScientistsSage Bioneg ai 
FNIH Program staff Agenda — general outlir 2am 
update on progress made by the academic (rar 
andBreakout Session Discussions on:Tau 
and Budget implicationAMP - AD Target Dis 
Validation Day Two: Detailed discussion urrrugress wir uligenig 
consortium-wide collaborative projects and planning and execution of 
new collaborative analysesAMP-AD SC meeting 
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AMP RA/SLE Steering Committee Update 
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AMP RA/SLE Steering Committee Update 
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AMP RA/SLE Steering Committee Update 
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Jame RA/SLE Deliverables — Q4 Timeline 


Partners for Innovation, Discovery, Health | www.fnih.org 


Partners for Innovation, Discovery, Health | www.fnih.org 12 


Partners for Innovation, Discovery, Health | www.fnih.org 13 


Update on Network Leadership Committee 
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t Upcoming Meetings 


m October 13th SC MeetingFocused on Data Management, Access 
& Use; Pub policiesNovember 6th — 11th American College of 
RheumatologyPresentations by AMP RA/SLE 
InvestigatorsPlanning for potential AMP RA/SLE sessi ’ DANI | AL ERANCESE® 
EULAR 2016 & ACR 2016December 2nd — 3rd SC & LC Face-to- 
Face MeetingBethesda North MarriottPhase 0 Summary — Final 
Phase | Plan 


London Washington DC 
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T2D Steering Committee Update 
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' T2D Steering Committee Update: Upcoming Meetings 


m= Planning for 2-day Face to Face in Feb. 2016 
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©FNIH 


Fourcaten ae 


Partners for Innovation, Discovery, Health | www.fnih.org 21 


Additional Disease Areas 


FNIH | Ee 
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i Executive Committee 


m Next MeetingsAMP EC Tuesday, December 1, 2015; 8:00 AM 
-— 9:00 AM Eastern US TimeAMP Extended EC: Friday 
December 18; 10:30 AM — 12:00 PM Eastern US Time 
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! Supplemental Slides 
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Foundation for the National Institutes of Health 
Accelerating Medicines Partnership 
Core Executive Committee 
Teleconference Meeting Minutes 
Friday, September 25, 2015 
8:00 a.m. — 9:00 a.m. ET 


Participants: Neil Buckholtz, Robert Carter, Francis Collins, Ellen Gadbois, Richard Hodes, Marty Hodge, 
Stephen Katz, Jan Lundberg, Susana Serrate-Sztein, Martin Sogaard (for Mikael Dolsten) Philip Smith, 
Peter Stein, David Wholley 
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From: 
Sent: 
To: 

Ce: 
Subject: 


Francis, 


Wholley, David (FNIH) [T] 

Tue, 22 Sep 2015 17:31:20 -0400 

Collins, Francis (NIH/OD) [E] 

Carter, Robert (NIH/NIAMS) [E];Hoffmann, Steve (FNIH) [T] 
AMP RA/SLE administrative supplements 


Just got off the phone with Bob Carter and Steve Hoffmann about this. Bob agrees you should be the 
one to cover this, probably best at the end of the “technology” slide in the AMP RA/SLE section (it is 


slide 11 on the revised deck we will be sending you, slide title is “Continued progress to complete phase 
0 and transition to phase 1”). 


{@@ Please let us know your thoughts. Bob has updated Marty Hodge so there will be no 
surprises for him as co-chair. 


Thanks, 
David 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 26 Oct 2015 13:42:58 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Melencio, Cheryl (FNIH) [T] 
Subject: attendance for Friday's EC call 


Francis, Jan Lundberg is) 9999 and as mentioned Chery! did indeed just get an email 
from Francis Cuss’s office indicating he may have a conflict but will try to be on the phone. (Mikael is 
indeed confirmed.) Don’t quite know what to do about this—we do set these meetings well in advance 
on days when the principals can attenc and we do also ask that if there are changes they let us know as 
soon as possible and at least 3-4 weeks in advance. We may need some muscle from your office on this 
aspect of scheduling to make it work. Any thoughts appreciated. 


David 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 13 Dec 2015 08:46:46 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Lea, Allison (NIH/OD) [C];Gadbois, Ellen (NIH/OD) [E];Melencio, Cheryl (FNIH) 
[T];Wood, Gretchen (NIH/OD) [E];Di Mantova, Emma (NIH/OD) [E];Boskent, Celeste (NIH/OD) [E] 
Subject: FW: Accelerating Medicines Partnership (AMP) Extended Executive Committee 


on December 18 


FYI 


From: Catherine Jacquet@sanofi.com [mailto:Catherine.Jacquet@sanofi.com] 

Sent: Saturday, December 12, 2015 12:22 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org>; Gary.Nabel@sanofi.com; 
Kristiana.Nelson@genzyme.com 

Subject: RE: Accelerating Medicines Partnership (AMP) Extended Executive Committee on December 18 


Dear David, 

Please kindly note that Dr. Gary Nabel, Chief Scientific Officer, will be able to attend the AMP 
teleconference on December 18 on behalf of Dr. Elias Zerhouni. 

| will forward him the invitation with the dial-in information. 

Thank you. 

Best regards, 

Catherine 


De : Jacquet, Catherine PH/FR 

Envoyé : vendredi 11 décembre 2015 17:48 

A: Wholley, David (FNIH) [T] 

Cc : Melencio, Cheryl (FNIH) [T] 

Objet : RE: Accelerating Medicines Partnership (AMP) Extended Executive Committee on December 18 


Dear David, 

| have well received your request and apologize for my late answer. Regretfully, Dr. Zerhouni will be 
unavailable to attend the call. 

Please let me get back to you shortly with our representation. 

Thank you. 

With my best regards, 

Catherine 


De : Wholley, David (FNIH) [T] [mailto:dwholley@fnih.org] 

Envoyé : vendredi 11 décembre 2015 00:05 

A: Jacquet, Catherine PH/FR 

Cc: Melencio, Cheryl (FNIH) [T] 

Objet : FW: Accelerating Medicines Partnership (AMP) Extended Executive Committee on December 18 


Hello Catherine— 


NIH - 005419 


| probably should have copied you on this earlier email, in retrospect—my apologies. This is regarding 
an important call we hold twice a year which includes Dr. Francis Collins as well as heads of research and 
development from multiple pharmaceutical companies. Can you please see that Dr. Zerhouni sees 

this? Thank you very much 

David Wholley 


From: Wholley, David (FNIH) [T] 

Sent: Saturday, November 28, 2015 8:15 PM 

To: Elias Zerhouni (elias.zerhouni@sanofi-aventis.com) <elias.zerhouni@sanofi-aventis.com> 

Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: Accelerating Medicines Partnership (AMP) Extended Executive Committee on December 18 


Dear Elias: 

| am the Director for the Accelerating Medicines Partnership (AMP) at the Foundation for the NIH. 
Thank you very much for Sanofi’s generous and critical participation in our Rheumatoid Arthritis/Lupus 
and Type 2 Diabetes initiatives. 


My executive assistant, Cheryl Melencio, tells me you have not yet responded to our invitation to attend 
the AMP Extended EC teleconference on December 18 from 10:30AM to 12 noon Eastern US time. The 
Extended EC is co-chaired by Francis Collins and Mikael Dolsten just twice a year to review progress of 
AMP and answer questions from our private sector partner executives. Could you please confirm with 
us your attendance? We’d like to make sure Sanofi has appropriately senior representation given your 
investment in AMP. 


Please let us know if we can answer any other questions. Thanks, and best regards- 
David Wholley 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 29 Nov 2015 21:08:59 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: FW: Accelerating Medicines Partnership December 18 Extended Executive 


Committee teleconference 


Hi, Francis, this is regarding the December 18 Extended EC. David 


From: Hait, William [JJCUS] [mailto: WHait@ITS.JNJ.COM] 

Sent: Sunday, November 29, 2015 8:10 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org>; DiBlassio-Knight, Sue [JRDUS] 
<SDiBlass@its.jnj.com>; Oyler, Catherine [JRDUS] <COyler@its.jnj.com> 

Subject: Re: Accelerating Medicines Partnership December 18 Extended Executive Committee 
teleconference 


Let me check my prior commitments and get back to u tomorrow 
Would love to participate 
Bill 


Sent from my iPhone 
On Nov 28, 2015, at 7:13 PM, "Wholley, David (FNIH) [T]" <dwholley@fnih.org> wrote: 


Dear Bill: 

|am the Director for the Accelerating Medicines Partnership (AMP) at the Foundation for the NIH. My 
executive assistant, Cheryl Melencio, tells me you have recently responded to our invitation to attend 
the AMP Extended EC teleconference on December 18 from 10:30AM to 12 noon Eastern US time as 
only a “tentative” attendee. The Extended EC is co-chaired by NIH Director Francis Collins and Mikael 
Dolsten of Pfizer just twice a year to review progress of AMP and answer questions from our private 
sector partner executives. Could you please confirm with us your attendance. By the way, Cat Oyler has 
declined this meeting and Joe Hedrick is also only a “tentative,” so there is a danger that J&J/Janssen 
will not have any representation on this call. 


Please let us know if we can answer any other questions. Thanks, 
David Wholley 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 29 Nov 2015 21:08:59 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: FW: Accelerating Medicines Partnership December 18 Extended Executive 


Committee teleconference 


Hi, Francis, this is regarding the December 18 Extended EC. David 


From: Hait, William [JJCUS] [mailto: WHait@ITS.JNJ.COM] 

Sent: Sunday, November 29, 2015 8:10 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org>; DiBlassio-Knight, Sue [JRDUS] 
<SDiBlass@its.jnj.com>; Oyler, Catherine [JRDUS] <COyler@its.jnj.com> 

Subject: Re: Accelerating Medicines Partnership December 18 Extended Executive Committee 
teleconference 


Let me check my prior commitments and get back to u tomorrow 
Would love to participate 
Bill 


Sent from my iPhone 
On Nov 28, 2015, at 7:13 PM, "Wholley, David (FNIH) [T]" <dwholley@fnih.org> wrote: 


Dear Bill: 

|am the Director for the Accelerating Medicines Partnership (AMP) at the Foundation for the NIH. My 
executive assistant, Cheryl Melencio, tells me you have recently responded to our invitation to attend 
the AMP Extended EC teleconference on December 18 from 10:30AM to 12 noon Eastern US time as 
only a “tentative” attendee. The Extended EC is co-chaired by NIH Director Francis Collins and Mikael 
Dolsten of Pfizer just twice a year to review progress of AMP and answer questions from our private 
sector partner executives. Could you please confirm with us your attendance. By the way, Cat Oyler has 
declined this meeting and Joe Hedrick is also only a “tentative,” so there is a danger that J&J/Janssen 
will not have any representation on this call. 


Please let us know if we can answer any other questions. Thanks, 
David Wholley 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 29 Nov 2015 21:12:21 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: FW: Accelerating Medicines Partnership December 18 Extended Executive 


Committee teleconference 


Hi Francis—this is also regarding Janssen/J&J participation on the December 18 call. FYI, | have sent out 
reminders to others who have responded either with decline or tentative replies (Elias Zerhouni and 
Patrick Vallance) and have been working with Tim Harris of Biogen on a replacement for Doug Williams, 
who left Biogen for a cancer startup in late summer. David 


From: Oyler, Catherine [JRDUS] [mailto:COyler@its.jnj.com] 

Sent: Sunday, November 29, 2015 7:43 PM 

To: Hait, William [JJCUS] <WHait@ITS.JNJ.COM>; Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org>; DiBlassio-Knight, Sue [JRDUS] 
<SDiBlass@its.jnj.com>; List, James [JRDUS] <jlist1@ITS.JNJ.com> 

Subject: RE: Accelerating Medicines Partnership December 18 Extended Executive Committee 
teleconference 


Hi David, 


Jim List, who is our Global Therapuetic Area head for Cardiovascular and Metabolism, will be joining the 
call and representing J8&J. Jim should also be a key point of contact moving forward. 


Let me know if you have any questions. 
Hope you enjoyed the holiday! 


Best, 
Cat 


Cat Oyler 
phone: 908-927-4117 


From: Hait, William [JJCUS] 

Sent: Sunday, November 29, 2015 8:10 AM 

To: Wholley, David (FNIH) [T] 

Cc: Melencio, Cheryl (FNIH) [T]; DiBlassio-Knight, Sue [JRDUS]; Oyler, Catherine [JRDUS] 
Subject: Re: Accelerating Medicines Partnership December 18 Extended Executive Committee 
teleconference 


Let me check my prior commitments and get back to u tomorrow 
Would love to participate 


NIH - 005423 


Bill 
Sent from my iPhone 


On Nov 28, 2015, at 7:13 PM, "Wholley, David (FNIH) [T]" <dwholley@fnih.org> wrote: 


Dear Bill: 

|am the Director for the Accelerating Medicines Partnership (AMP) at the Foundation for the NIH. My 
executive assistant, Cheryl Melencio, tells me you have recently responded to our invitation to attend 
the AMP Extended EC teleconference on December 18 from 10:30AM to 12 noon Eastern US time as 
only a “tentative” attendee. The Extended EC is co-chaired by NIH Director Francis Collins and Mikael 
Dolsten of Pfizer just twice a year to review progress of AMP and answer questions from our private 
sector partner executives. Could you please confirm with us your attendance. By the way, Cat Oyler has 
declined this meeting and Joe Hedrick is also only a “tentative,” so there is a danger that J&J/Janssen 
will not have any representation on this call. 


Please let us know if we can answer any other questions. Thanks, 
David Wholley 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 13 Dec 2015 08:47:22 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 
telecon 

FYI 


From: Pamela J Edmonds [mailto:edmonds_pamela_j@lilly.com] 

Sent: Saturday, December 12, 2015 12:18 PM 

To: Wholley, David (FNIH) [T] sdwholley@fnih.org> 

Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Hi David, 


I spoke to Dr. Lundberg and he will try his best to call in. He will be in Montana and since the 
call starts at 10:30 a.m. and there is a 2-hour time difference, he thinks he may be able to do so. 


Thanks, 
Pam 


Pamela J. Edmonds 

Senior Executive Assistant, Lilly Research Laboratories 

Eli Lilly and Company 

Lilly Corporate Center, Indianapolis, IN 46285 USA 

317.276.1277 (office) | 317.277.1125 (fax) | (mobile) 
pje@lilly.com | www Jilly.com 


CONFIDENTIALITY NOTICE: This e-mail message (including all attachments) is for the sole use of the intended recipient(s) and 
may contain confidential information. Any unauthorized review. use, disclosure, copying or distribution is strictly prohibited. If you 
are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original message. 


From: Wholley, David (FNIH) [T] [mailto:dwholley@fnih.org] 
Sent: Thursday, December 10, 2015 5:59 PM 


To: Pamela J Edmonds 
Cc: Melencio, Cheryl (FNIH) [T] 
Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Pam—thanks for your note. Unfortunately this is an issue for us since Jan is one of three industry 
members of the core EC on the call, and Francis Cuss from BMS had told us a while ago he’d be unable 
to attend. Mikael Dolsten will also be stepping off the call for 20 minutes or so in the middle, leaving 
Dr. Collins a bit out there on his own, so to speak. It would be important therefore for Jan to attend | 
believe. Is there any way he can make the call? 


NIH - 005425, 


Thanks, David 


From: Pamela J Edmonds [mailto:edmonds_ pamela j@lilly.com] 

Sent: Wednesday, December 09, 2015 6:31 PM 

To: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Cheryl, 


Dr. Lundberg is not available to attend on December 18, can he ask a representative to 
participate in his stead? 


Thanks, 
Pam 


Pamela J. Edmonds 

Senior Executive Assistant, Lilly Research Laboratories 

Eli Lilly and Company 

Lilly Corporate Center, Indianapolis, IN 46285 USA 

317.276.1277 (office) | 317.277.1125 (fax) | NG (mobile) 
pie@lilly.com | wwwlilly.com 


CONFIDENTIALITY NOTICE: This e-mail message (including alll att 
may contain confidential information. Any unauthorized review. u: 
are not the intended recipient, please contact the sender by reply e-n 


hments) is for the sole use of the intended recipient(s) and 
josure, copying or distribution is strictly prohibited. If you 
ind destroy all copies of the ori 


\al message. 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org] 

Sent: Wednesday, December 09, 2015 11:23 AM 

To: Buckholtz, Neil (NIH/NIA) [E]; Canet-Aviles, Rosa (FNIH) [T]; Carter, Robert (NIH/NIAMS) [E]; 
Collins, Francis (NIH/OD) [E]; Cuss, Francis; Decker, Mike; Dolsten, Mikael; Gadbois, Ellen (NIH/OD) [E]; 
Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; Hoffmann, Steve (FNIH) [T]; Hudson, Kathy (NIH/OD) [E]; 
Katz, Stephen I. (NIH/NIAMS) [E]; Lea, Allison (NIH/OD) [C]; Li, Rose; Lifton, Richard; Jan Lundberg; 
Rodgers, Griffin (NIH/NIDDK) [E]; Serrate-Sztein, Susana (NIH/NIAMS) [E]; Smith, Philip (NIH/NIDDK) 
[E]; Sorrow, Kathleen; Spear, Nicole (FNIH) [T]; Stein, Peter; Terry, Sharon MA; Whitaker, Sanya (FNIH) 
[T]; Wholley, David (FNIH) [T] 

Cc: Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Cappello, Elizabeth; Clark, Katie; 
Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta (NIH/OD) [E]; Pamela ] Edmonds; Fraser, Christe 
(NIH/NIAMS) [C]; Gwaldis, Janice; Hennessey, Shawn; McManus, Ayanna (NIH/OD) [E]; Melencio, Chery! 
(FNIH) [T]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Parpana, Sarah (NIH/NIDDK) [C]; Poole, 
Charlene (NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) 
[E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Dear AMP Executive Committee Members, 


Copying you on correspondence to AMP Extended Executive Committee regarding the AMP proposal in 
Parkinson’s disease. 


NIH - 005426 


Cheryl Melencio 


From: Melencio, Cheryl (FNIH) [T] On Behalf Of Wholley, David (FNIH) [T] 

Sent: Monday, December 07, 2015 3:27 PM 

To: Cardon, Lon <lon.r.cardon@gsk.com>; Chin, Bill <chin@phrma.org>; Hait, Bill <whait@its.jnj.com>; 
Miletich, Joseph <joseph.miletich@merck.com>; Oyler, Cat <coyler@its.jnj.com>; Sullivan, Jim 
<james.p.sullivan@abbvie.com>; Woodcock, Janet (FDA/CDER) [OO 
Yamada, Tachi <tachi.yamada@takeda.com>; Zerhouni, Elias <elias.zerhouni@sanofi.com>; 
'tim.harris@biogenidec.com' <tim.harris@biogenidec.com> 

Ce: Burkhardt, Carolyn <carolyn.burkhardt @takeda.com>; Choisnet, Tracey <TChoisne@its.jnj.com>; 
Corsini, Linda <Icorsini@its.jnj.com>; Jacquet, Catherine <catherine.jacquet@sanofi.com>; Jones, Kim 
<kimberlyann_jones@merck.com>; Kim, Jenny <jkim@phrma.org>; Ligon, Sharnell (CDER) (FDA/CDER) 
NG, Liotta, Tina <tina.cliotta@gsk.com>; Nair, Maya 
<maya.nair@biogenidec.com>; Perala, Mie <mie.perala@takeda.com>; Profrock, Kathy 
<KProfroc@its.jnj.com>; Schuster, Donna <donna.schuster@abbvie.com>; Sultani, Tila 
<tila.y.sultani@gsk.com> 

Subject: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Dear AMP Extended Executive Committee Members: 


The AMP Executive Committee recently received a concept-level proposal from several prominent 
academic and NIH investigators to build a “fully human preclinical pipeline to Identify, validate and de- 
tisk novel therapeutic targets” in Parkinson’s disease (PD). 


The AMP EC is therefore asking you to consider whether your company would consider supporting this 
or a similar proposal as a new program area within AMP, and to come prepared to discuss this on the 
AMP Extended EC teleconference on December 18. | have attached a one-page executive summary of 
the proposal and our proposal development path, as well as the full version of the proposal received by 
the EC. 


| am happy to answer any further questions; we look forward to our discussion on the asth, 


Regards, 

David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 
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From: Wholley, David (FNIH) [T] 


Sent: Tue, 22 Sep 2015 15:06:42 -0400 
To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E] 
Subject: FW: AMP-EC meeting on Friday 
FYI 


From: Buckholtz, Neil (NIH/NIA) [E] 

Sent: Tuesday, September 22, 2015 2:11 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@ fnih.org> 
Subject: RE: AMP-EC meeting on Friday 


Let me check with Richard this afternoon. Neil 


Neil Buckholtz, PhD 

Director, Division of Neuroscience 
National Institute on Aging 

7201 Wisconsin Ave., Suite 350 
Bethesda, MD 20892 

Phone: 

Fax: 301-496-1494 


Emil: TOS 


From: Wholley, David (FNIH) [T] 

Sent: Tuesday, September 22, 2015 2:01 PM 

To: Buckholtz, Neil (NIH/NIA) [E] ee 
Ce: Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org> 
Subject: RE: AMP-EC meeting on Friday 


Francis asked if you would give an update on the A4 situation on the EC call. He noted that Jan Lundberg 
will be on the call and will certainly be wondering. Any problem with that? 


From: Buckholtz, Neil (NIH/NIA) [E] 
Sent: Tuesday, September 22, 2015 11:04 AM 
To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 


Cc: Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@ fnih.org> 
Subject: RE: AMP-EC meeting on Friday 


That is fine. Thanks, Neil 
Neil Buckholtz, PhD 
Director, Division of Neuroscience 


National Institute on Aging 
7201 Wisconsin Ave., Suite 350 


NIH - 005428 


Bethesda, MD 20892 


Phone: 


Fax: 301-496-1494 


Email OO 


From: Wholley, David (FNIH) [T] 

Sent: Tuesday, September 22, 2015 11:01 AM 

To: Buckholtz, Neil (NIH/NIA) [EE oOo 
Cc: Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org> 
Subject: RE: AMP-EC meeting on Friday 


| think it is first up. Is that where you want it? 


From: Buckholtz, Neil (NIH/NIA) [E] 

Sent: Tuesday, September 22, 2015 9:48 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Ce: Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org> 
Subject: AMP-EC meeting on Friday 


David: Mike Decker cannot be on the call Friday. | havea flight on Friday morning and will call in at 8:00 
either from the taxi or the airport. Do you know at this point where AD will be on the agenda? Neil 


Neil Buckholtz, PhD 

Director, Division of Neuroscience 
National Institute on Aging 

7201 Wisconsin Ave., Suite 350 
Bethesda, MD 20892 

Phone:,ii OO 


Fax: 301-496-1494 


Fail: CO 


NIH - 005429 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 26 Oct 2015 21:37:07 -0400 

To: Collins, Francis (NIH/OD) [E] 

Subject: Fw: AMP-PD Concept proposal from Finkbeiner 
Attachments: AMP New Concept_PD_10_5 .docx 


Here is the PD concept. 

Sent from my BlackBerry 10 smartphone. 

From: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Sent: Tuesday, October 6, 2015 11:11 AM 

To: Koroshetz, Walter (NIH/NINDS) [E] 

Subject: Fw: AMP-PD Concept proposal from Finkbeiner 


Walter--see attached, per our conversation. David 

Sent from my BlackBerry 10 smartphone. 

From: Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org> 
Sent: Tuesday, October 6, 2015 10:52 AM 

To: Wholley, David (FNIH) [T] 

Subject: AMP-PD Concept proposal from Finkbeiner 


Hi David, 

Attached is the latest final revised version of the Concept Proposal for AMP-PD that the Finkbeiner 
group sent. 

Best, 

Rosa 
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¢FNIH 


Foundation for the 
National Institutes of Health 


Version 1.0 
ACCELERATING MEDICINES PARTNERSHIP 
NEW PROGRAM PROPOSAL FORM 


Individuals or groups interested in proposing a new program area for the Accelerating Medicines Partnership 
(AMP), whether in an existing or new disease area, should complete this proposal form and submit it via email to 
the Foundation for the National Institutes of Health at AMP@FNIH.org. 


The purpose of the submission is to define succinctly and clearly the proposed problem, background and rationale 
for the proposed program, what work is proposed, how it will be done, and how it might be funded. (Please note 
that AMP does not have pre-existing funding for new programs; funds must be raised or prioritized out of 
public and private sector sources). It should also be made clear why this is a good fit for AMP. Please see the 
attached summary of AMP and relevant policies. 


Proposed program Accelerating Medicines Partnership for Parkinson's Disease 
name/descriptor 
Submitter(s) Steven Finkbeiner 
Name: Director, Taube/Koret Center for Neurodegenerative Disease 
Title: Senior Investigator, Gladstone Institutes 
E-mail: Professor, UCSF 
Tel: sfinkbeiner@gladstone.ucsf.edu 
Mark Cookson 


Senior Investigator, Cell Biology and Gene Expression Section 
National Institutes of Aging, NIH 


cookson@mail.nih.gov 


Andy Singleton 
Chief, Molecular Genetics Section and Laboratory of Neurogenetics 
National Institutes of Aging, NIH 


Singleta@MAIL.NIH.GOV 


Submission Date: 


Disease Area of Project Parkinson's Disease 
Estimated duration of the Syears 

project 

Estimated total cost of the $30M in direct costs 
project 


Note: The table cells will expand to accommodate text as added. 
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SUMMARY OF THE ACCELERATING MEDICINES PARTNERSHIP (AMP) 


The Accelerating Medicines Partnership (AMP) is a pre-competitive effort among government, 
industry, academia, and non-profit organizations to harness collective capabilities, scale, and resources 
toward improving current efforts to develop new therapies for complex, heterogeneous diseases. The 
focus of the partnership is on doing the research necessary to understand these diseases more fully, 
identifying the right targets to pursue for drug therapy, and thereby accelerating the ability to bring 
new medicines to patients in these diseases. To date, AMP has established research programs in 
Alzheimer’s disease, type 2 diabetes, rheumatoid arthritis, and systemic lupus erythematosus. 


As AMP is designed as a precompetitive research partnership, new program proposals should be 
intended to observe the following AMP policies: 


Antitrust 


The project participants agree that all research activities funded by the partnership fall into the pre- 
competitive space. There is to be no discussion of marketing activities. 


Confidentiality 


The project participants agree that there is to be no sharing of confidential information as a “blanket 
rule.” If sharing is required, a specific CDA will be established by relevant parties and FNIH. 


Solicitations will be open where practicable (or required by federal regulation). 
Conflict of interest 


Any conflicts of interest that arise are to be documented and reviewed with FNIH and the Executive 
Committee, who will jointly develop a mitigation strategy. 


Publications 


Projects will generally operate under a "team science" approach, and publications will have joint 
authorship where feasible. Specific publication strategies will be developed as part of each project plan. 


Data sharing 


Findings will be shared broadly and quickly, in the interest of patients and the public health; in certain 
cases partnership participants may have access to findings during assessment of data quality (up to 6 
months of QA/QC). 


Intellectual property 


Pre-existing IP must be free to be used by the partnership. All research discoveries are intended to be 
released into the public domain, with no pre-emptive patenting. In rare instances when this is not 
possible, FNIH will determine fair strategies for distributing IP to encourage broad commercialization 
and balanced public health benefit and review them with the Steering Committee and Executive 
Committee. 
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From: Wholley, David (FNIH) [T] 


Sent: Tue, 24 Nov 2015 07:57:48 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Lea, Allison (NIH/OD) [C];Boskent, Celeste (NIH/OD) 
[E];Di Mantova, Emma (NIH/OD) [E];Wood, Gretchen (NIH/OD) [E] 

Subject: FW: Slides for 

Attachments: AMP EC Slides Dec 01 2015_DRAFT.pdf 

Importance: High 


Francis—looks like we had some mixup in the slides—here are the correct ones; sorry for the confusion-- 
David 


From: Whitaker, Sanya (FNIH) [T] 

Sent: Tuesday, November 24, 2015 7:27 AM 

To: Hoffmann, Steve (FNIH) [T] <shoffmann@fnih.org>; Melencio, Cheryl (FNIH) [T] 
<cmelencio@fnih.org>; Spear, Nicole (FNIH) [T] <nspear@fnih.org>; Jones-Davis, Dorothy (FNIH) [T] 
<djones-davis@fnih.org> 

Cc: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: RE: Slides for 


Looks like changes were made to different versions (Dec. 1 EC meeting vs Dec. 18 Ext EC meeting), and 
the Dec 1 version went out. Anyway, attached are the slides with all incorporated into the Dec. 1 deck. 


Nicole and | were having connectivity issues yesterday at the hotel so we could not see this. 
David or Cheryl, if you are able, could you re-send to Francis’s office this morning? 

Best, 

Sanya 


Sanya Fanous Whitaker, PhD, PMP 

Scientific Program Manager - Metabolic Disorders 
Division of Research Partnerships 

Foundation for the National Institutes of Health 


9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 496-1518 | Mobile (240) 515-1837 | swhitaker@fnih.org 


©FNIH 


For eleven consecutive years, Charity Navigator has rated the FNIH as an organization that exceeds 
industry standards, 
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From: Hoffmann, Steve (FNIH) [T] 

Sent: Tuesday, November 24, 2015 7:13 AM 

To: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org>; Whitaker, Sanya (FNIH) [T] 
<swhitaker@fnih.org>; Spear, Nicole (FNIH) [T] <nspear@fnih.org>; Jones-Davis, Dorothy (FNIH) [T] 
<djones-davis@fnih.org> 

Cc: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: RE: Slides for 


This slide deck does not seem to include the Draft slides I had uploaded to the I Drive for RA/SLE over 
the weekend? Were they edited or modified by others? 


Steve 


From: Melencio, Cheryl (FNIH) [T] 

Sent: Monday, November 23, 2015 3:53 PM 

To: Whitaker, Sanya (FNIH) [T] <swhitaker@fnih.org>; Spear, Nicole (FNIH) [T] <nspear@fnih.org>; 
Jones-Davis, Dorothy (FNIH) [T] <djones-davis@fnih.org>; Hoffmann, Steve (FNIH) [T] 
<shoffmann@fnih.org> 

Subject: FW: Slides for 

Importance: High 


Here you go in case he didn’t send them to you. 


Cheryl 


From: Wholley, David (FNIH) [T] 

Sent: Monday, November 23, 2015 3:39 PM 

To: Collins, Francis (NIH/OD) [E] we 

Ce: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org>; Gadbois, Ellen (NIH/OD) [E] 
EG Lea, Allison (NIH/OD) [C] HG; Boskent, Celeste (NIH/OD) [E] 
[SlllllEEEEEEEE®G Di Mantova, Emma (NIH/OD)(E] [lll NNN Wood, 
Gretchen (NIH/OD) [E]/ oe 


Subject: Slides for 

Importance: High 

Francis: 

Here are the slides for our AMP pre-call tomorrow morning. Sorry for the late notice but we wanted to 
incorporate latest input from the SCs, some of whom had development late last week. 


David 
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Type 2 Diabetes 


Meeting Agenda 


Partners for Innovation, Discovery, Health | www.fnih.org 2 


Action Items from October 30 AMP EC Meeting 


Partners for Innovation, Discovery, Health |_ www.fnih.org K} 


Additional Disease Areas 


SENIH | i 
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Focus for December 18 Extended EC Meeting 
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Proposed Extended EC Meeting Agenda — 12/18/15 
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Questions 


ENIH | ata 
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Accelerating Medicines Partnership 
Alzheimer’s Disease 


4 cures 


Foundation for the 
National Institutes of Health 


AMP AD Face-to-Face Meeting 


Partners for Innovation, Discovery, Health |_ www.fnih.org 9 


| AMP-AD SC Update 
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| | AMP-AD SC Update 
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|AMP-AD SC Update 
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|AMP-AD SC Update 
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|AMP-AD SC Update 
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AMP-AD SC Update 
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Accelerating Medicines Partnership 
RA/SLE 


cures 
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National Institutes of Health 


AMP RA/SLE Program Overview 
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Placeholder - Progress Update 
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Foundation forthe 
National notiutes of Heaah 
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National nstiutes of Heaah 
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Key Program Challenges 
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Accelerating Medicines Partnership 
Type 2 Diabetes 
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Foundation for the 
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AMP T2D Program Overview 
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AMP T2D Project Timeline 
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Key Accomplishments to Date 
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AMP T2D: Key Events 
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Executive Committee 


m Next Meetings 


e AMP Extended EC: Friday December 18; 10:30 AM — 12:00 PM Eastern 
US Time 
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From: Wholley, David (FNIH) [T] 


Sent: Thu, 10 Dec 2015 18:11:55 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Wood, Gretchen (NIH/OD) [E];Boskent, Celeste (NIH/OD) [E];Di Mantova, Emma 
(NIH/OD) [E];Melencio, Cheryl (FNIH) [T] 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 
telecon 

Hi Francis— 


Just some housekeeping notes in addition to the latebreaking cancellation below from Jan Lundberg: 


In addition to this note, we have never heard back from Elias Zerhouni on his attendance on the call 
despite several reminder emails. | have emailed his assistant, Catherine Jacquet, to ask if she can get my 
personal note in front of him. Finally, as you will remember, Doug Williams left Biogen in June. | have 
been working with Tim Harris, Biogen’s rep on the AMP AD Steering Committee, to try to find a 
replacement. Tim says he is still trying to get a fix on this, but will represent Biogen on the call himself if 


Biogen management has not named a replacement for Doug before the isth, 


We are just waiting on a few slides from Peter Stein, and the Powerpoint deck should be good to send to 
you. 


David 


From: Wholley, David (FNIH) [T] 

Sent: Thursday, December 10, 2015 5:59 PM 

To: Edmonds, Pamela <edmonds_pamela_j@lilly.com> 

Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Pam—thanks for your note, Unfortunately this is an issue for us since Jan is one of three industry 
members of the core EC on the call, and Francis Cuss from BMS had told us a while ago he’d be unable 
to attend. Mikael Dolsten will also be stepping off the call for 20 minutes or so in the middle, leaving 
Dr. Collins a bit out there on his own, so to speak. It would be important therefore for Jan to attend | 
believe. Is there any way he can make the call? 


Thanks, David 


From: Pamela J Edmonds [mailto:edmonds_ pamela j@lilly.com] 

Sent: Wednesday, December 09, 2015 6:31 PM 

To: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Cheryl, 


NIH - 005497 


Dr. Lundberg is not available to attend on December 18, can he ask a representative to 
participate in his stead? 


Thanks, 
Pam 


Pamela J. Edmonds 

Senior Executive Assistant, Lilly Research Laboratories 

Eli Lilly and Company 

Lilly Corporate Center, Indianapolis, IN 46285 USA 

317.276.1277 (office) | 317.277.1125 (fax) | ENS) (mobile) 
pie@lilly.com | www.lilly.com 


CONFIDENTIALITY NOTICE: This e-mail messege (including all attachments) is for the sole use of the intended recipient(s) and 
may contain confidential information. Any unautrorized review, use, disclosure, copying or distribution is strictly prohibited, If you 
are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original message. 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org] 

Sent: Wednesday, December 09, 2015 11:23 AM 

To: Buckholtz, Neil (NIH/NIA) [E]; Canet-Aviles, Rosa (FNIH) [T]; Carter, Robert (NIH/NIAMS) [E]; 
Collins, Francis (NIH/OD) [E]; Cuss, Francis; Decker, Mike; Dolsten, Mikael; Gadbois, Ellen (NIH/OD) [E]; 
Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; Hoffmann, Steve (FNIH) [T]; Hudson, Kathy (NIH/OD) [E]; 
Katz, Stephen I. (NIH/NIAMS) [E]; Lea, Allison (NIH/OD) [C]; Li, Rose; Lifton, Richard; Jan Lundberg; 
Rodgers, Griffin (NIH/NIDDK) [E]; Serrate-Sztein, Susana (NIH/NIAMS) [E]; Smith, Philip (NIH/NIDDK) 
[E]; Sorrow, Kathleen; Spear, Nicole (FNIH) [T]; Stein, Peter; Terry, Sharon MA; Whitaker, Sanya (FNIH) 
[T]; Wholley, David (FNIH) [T] 

Cc: Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Cappello, Elizabeth; Clark, Katie; 
Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta (NIH/OD) [E]; Pamela J Edmonds; Fraser, Christe 
(NIH/NIAMS) [C]; Gwaldis, Janice; Hennessey, Shawn; McManus, Ayanna (NIH/OD) [E]; Melencio, Cheryl 
(FNIH) [T]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Parpana, Sarah (NIH/NIDDK) [C]; Poole, 
Charlene (NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) 
[E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Dear AMP Executive Committee Members, 


Copying you on correspondence to AMP Extended Executive Committee regarding the AMP proposal in 
Parkinson’s disease 


Cheryl Melencio 


From: Melencio, Cheryl (FNIH) [T] On Behalf Of Wholley, David (FNIH) [T] 

Sent: Monday, December 07, 2015 3:27 PM 

To: Cardon, Lon <lon.r.cardon@gsk.com>; Chin, Bill <chin@phrma.org>; Hait, Bill <whait@its.jnj.com>; 
Miletich, Joseph <joseph.miletich@merck.com>; Oyler, Cat <coyler@its.jnj.com>; Sullivan, Jim 
<james.p.sullivan@abbvie.com>; Woodcock, Janet (FDA/CDER) (oe; 
Yamada, Tachi <tachi.yamada@takeda.com>; Zerhouni, Elias <elias.zerhouni@sanofi.com>; 
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‘tim. harris@biogenidec.com' <tim.harris@biogenidec.com> 

Ce: Burkhardt, Carolyn <carolyn.burkherdt@takeda.com>; Choisnet, Tracey <TChoisne@its.jnj.com>; 
Corsini, Linda <Icorsini@its.jnj.com>; Jacquet, Catherine <catherine.jacquet@sanofi.com>; Jones, Kim 
<kimberlyann_jones@merck.com>; Kim, Jenny <jkim@phrma.org>; Ligon, Sharnell (CDER) (FDA/CDER) 
CNNANNNMNMNDG, Liotta, Tina <tina.cliotta@gsk.com>; Nair, Maya 
<maya.nair@biogenidec.com>; Perala, Mie <mie.perala@takeda.com>; Profrock, Kathy 
<KProfroc@its.jnj.com>; Schuster, Donna <donna.schuster@abbvie.com>; Sultani, Tila 
stila.y.sultani@gsk.com> 

Subject: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Dear AMP Extended Executive Committee Members: 


The AMP Executive Committee recently received a concept-level proposal from several prominent 
academic and NIH investigators to build a “fully human preclinical pipeline to Identify, validate and de- 
tisk novel therapeutic targets” in Parkinson’s disease (PD). 


The AMP EC is therefore asking you to consider whether your company would consider supporting this 
or a similar proposal as a new program area within AMP, and to come prepared to discuss this on the 
AMP Extended EC teleconference on December 18. | have attached a one-page executive summary of 
the proposal and our proposal development path, as well as the full version of the proposal received by 
the EC. 


| am happy to answer any further questions; we look forward to our discussion on the agth, 


Regards, 

David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 
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From: Wholley, David (FNIH) [T] 


Sent: Thu, 10 Dec 2015 17:59:02 -0500 

To: Edmonds, Pamela 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 
telecon 


Pam—thanks for your note. Unfortunately this is an issue for us since Jan is one of three industry 
members of the core EC on the call, and Francis Cuss from BMS had told us a while ago he’d be unable 
to attend. Mikael Dolsten will also be stepping off the call for 20 minutes or so in the middle, leaving 
Dr. Collins a bit out there on his own, so to speak. It would be important therefore for Jan to attend | 
believe. Is there any way he can make the call? 


Thanks, David 


From: PamelaJ Edmonds [mailto:edmonds pamela j@lilly.com] 

Sent: Wednesday, December 09, 2015 6:31 PM 

To: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Cheryl, 


Dr. Lundberg is not available to attend on December 18, can he ask a representative to 
participate in his stead? 


Thanks, 
Pam 


Pamela J. Edmonds 

Senior Executive Assistant, Lilly Research Laboratories 

Eli Lilly and Company 

Lilly Corporate Center, Indianapolis, IN 46285 USA 

317.276.1277 (office) | 317.277.1125 (fax) | GS (mobile) 
pie@lilly.com | www.lilly.com 


CONFIDENTIALITY NOTICE: This e-mail messzge (including all attachments) is for the sole use of the intended recipient(s) and 
may contain confidential information. Any unauthorized review, use, disclosure, copying or distribution is strictly prohibited. If you 
are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original message. 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org] 

Sent: Wednesday, December 09, 2015 11:23 AM 

To: Buckholtz, Neil (NIH/NIA) [E]; Canet-Aviles, Rosa (FNIH) [T]; Carter, Robert (NIH/NIAMS) [E]; 
Collins, Francis (NIH/OD) [E]; Cuss, Francis; Decker, Mike; Dolsten, Mikael; Gadbois, Ellen (NIH/OD) [E]; 
Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; Hoffmann, Steve (FNIH) [T]; Hudson, Kathy (NIH/OD) [E]; 
Katz, Stephen I. (NIH/NIAMS) [E]; Lea, Allison (NIH/OD) [C]; Li, Rose; Lifton, Richard; Jan Lundberg; 
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Rodgers, Griffin (NIH/NIDDK) [E]; Serrate-Sztein, Susana (NIH/NIAMS) [E]; Smith, Philip (NIH/NIDDK) 
[E]; Sorrow, Kathleen; Spear, Nicole (FNIH) [T]; Stein, Peter; Terry, Sharon MA; Whitaker, Sanya (FNIH) 
[7]; Wholley, David (FNIH) [T] 

Cc: Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Cappello, Elizabeth; Clark, Katie; 
Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta (NIH/OD) [E]; Pamela J) Edmonds; Fraser, Christe 
(NIH/NIAMS) [C]; Gwaldis, Janice; Hennessey, Shawn; McManus, Ayanna (NIH/OD) [E]; Melencio, Chery! 
(FNIH) [T]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Parpana, Sarah (NIH/NIDDK) [C]; Poole, 
Charlene (NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) 
[E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Dear AMP Executive Committee Members, 


Copying you on correspondence to AMP Extended Executive Committee regarding the AMP proposal in 
Parkinson’s disease. 


Cheryl Melencio 


From: Melencio, Cheryl (FNIH) [T] On Behalf Of Wholley, David (FNIH) [T] 

Sent: Monday, December 07, 2015 3:27 PM 

To: Cardon, Lon <lon.r.cardon@gsk.com>; Chin, Bill <chin@phrma.org>; Hait, Bill <whait@its.jnj.com>; 
Miletich, Joseph <joseph.miletich@merck.com>; Oyler, Cat <coyler@its_jnj.com>; Sullivan, Jim 
<james.p.sullivan@abbvie.com>; Woodcock, Janet (FDA/CDER) noe; 
Yamada, Tachi <tachi.yamada@takeda.com>; Zerhouni, Elias <elias.zerhouni@sanofi.com>; 

‘tim. harris@biogenidec.com' <tim.harris@biogenidec.com> 

Cc: Burkhardt, Carolyn <carolyn.burkherdt@takeda.com>; Choisnet, Tracey <TChoisne@its.jnj.com>; 
Corsini, Linda <Icorsini@its.jnj.com>; Jacquet, Catherine <catherine.jacquet@sanofi.com>; Jones, Kim 
<kimberlyann_jones@merck.com>; Kim, Jenny <jkim@phrma.org>; Ligon, Sharnell (CDER) (FDA/CDER) 
INN Liotta, Tina <tina.c.liotta@gsk.com>; Nair, Maya 
<maya.nair@biogenidec.com>; Perala, Mie <mie.perala@takeda.com>; Profrock, Kathy 
<KProfroc@its.jnj.com>; Schuster, Donna <donna.schuster@abbvie.com>; Sultani, Tila 
stila.y.sultani@gsk.com> 


Subject: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Dear AMP Extended Executive Committee Members: 


The AMP Executive Committee recently received a concept-level proposal from several prominent 
academic and NIH investigators to build a “fully human preclinical pipeline to Identify, validate and de- 
risk novel therapeutic targets” in Parkinson’s disease (PD). 


The AMP EC is therefore asking you to consider whether your company would consider supporting this 
or a similar proposal as a new program area within AMP, and to come prepared to discuss this on the 
AMP Extended EC teleconference on December 18. | have attached a one-page executive summary of 
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the proposal and our proposal development path, as well as the full version of the proposal received by 
the EC. 


| am happy to answer any further questions; we look forward to our discussion on the agth, 


Regards, 

David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 7 Dec 2015 16:17:18 -0500 

To: Collins, Francis (NIH/OD) [E];Dolsten, Mikael 

Ce: ann.protasiewicz@pfizer.com;Melencio, Cheryl (FNIH) [T];Boskent, Celeste 
(NIH/OD) [E];Di Mantova, Emma (NIH/OD) [E];Lea, Allison (NIH/OD) [C];Gadbois, Ellen (NIH/OD) [E] 
Subject: Proposed introductory slides for AMP Extended EC on December 18 
Attachments: AMP Extendec EC December 18 2015_draft frontend.pptx 


Dear Francis and Mikael— 

Attached is first draft of the introductory slides for the Extended EC call. | think you two were going to 
use these to start a dialogue as to who will cover what. As a reminder we've allotted 5 minutes for the 
intro—which should be all you really need, given the level of familiarity with AMP | think we can now 
assume for the majority of participants. 


ea OOO] 


Please let me know how else I can be of help on this. 
Regards, 
David 
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Meeting Agenda 
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| AMP Goals 
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AMIP Research Topics 
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Additional Slides 
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AMP Governance and Membership 


Extended Executive Committee Core Executive Committee 
Co-chairsFrancis Collins, NIH_ Mikael Dolsten, Pfizer 
© Bill Chin, PRRMABIill Hait,» Doug Williams, Biogen- 2 
J&JJim Sullivan, AbbVieLonidecJanet Woodcock, MembersFrancis Cuss, Rick Lifton, YaleJan Lundberg, 
Cardon, GSKJoseph FDATachi Yamada, BMSRichard Hodes, LillyGriffin Rodgers, NIDDKSharon 
Miletich, Merck TakedaElias Zerhouni, NIAKathy Hudson, NIHStayey, Genetic Alliance 
Sanofi Katz, NIAMS i 


| 
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Alzheimer's disease Type 2 DiabetesSteering Committee RA, SLE Steering Committee 
Steering Committee Co-chairsMarty Hodge, PfizerBob Carter, 
Co-chairsPeter Stein, MerckPhil Smith, NIDDK E{ AMSEC LiaisonSteve Katz, yt 
Co-chairsMike Decker, AbbVieNeil NIAMSMembersChristopher Arendt, 
Buckholtz, NIAEC LiaisonRichard Hodes, SanofiMary Collins, ALR/LRILisa Olden, 
NIAMembersMaria Carrillo, ALZHoward Carolyn Cuff, Marc Levesque, 
Fillit, ADDFXiaoming Guan, GSKTim AbbVieDennis Zaller, Andrey Loboda, 
Harris, Biogen IdecMark Mintun, Lilly MerckSatwant Narula, Rob Townsend, 
Billy Dunn, FDAEllen Gadbois, Allison Steven Nadler, BMSDan Rotrosen, Ellen 
Lea, NIH ODSuzana Petanceska Goldmuntz, NIAIDAmanda Niskar, 
NiALaurie Ryan, NIAWalter Koroshetz Arthritis FoundationLachy McLean, 
NINDSPat Walicke, NINDS TakedaEllen Gadbois, Allison Lea NIH 
ODSusana Serrate-Sztein, Su-Yao Mao, 
Yan Wang, NIAMS 
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AMP Funding Commitments (total: 5 years) 


Total project Total NIH Total industry Total non-profit 
Disease area funding ($M) funding ($M) funding ($M) _ funding ($M) 


92.5 69.6 21.9* 1.0 

52.8 31+** 21:5" 3 

RA/SLE 41.9 20.9 20.7 3 
Total 187.2 121.5 64.1 1.6 


* Does not include in-kind contributions o' IM to AD and $6.5M to T2D** Additional funding anticipated 


NIH - 005513 


Partners for Innovation, Discovery, Health | www.fnih.org 10 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 28 Oct 2015 16:52:45 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Lea, Allison (NIH/OD) [C];Melencio, Cheryl (FNIH) [T] 
Subject: RE: (from Finkbeiner) FW: 


Yes, good point. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, October 28, 2015 3:58 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Gadbois, Ellen (NIH/OD) [E] SOG; Lea, Allison (NIH/OD) [C] 
; Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: (from Finkbeiner) FW: 


FC 


From: Wholley, David (FNIH) [T] 
Sent: Wednesday, October 28, 2015 11:56 AM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Gadbois, Ellen (NIH/OD) [E]; Lea, Allison (NIH/OD) [C]; Melencio, Chery! (FNIH) [T] 
Subject: FW: (from Finkbeiner) FW: 

Importance: High 


Francis — | trust you have seen the note from Walter. The version of the Parkinson's concept for AMP 
just sent out with the meeting materiais (and attached here, for your convenience) is a new version that 
includes 

(Steven Finkbeiner apparently did this after consulting with Walter and his team, though | am 
not sure what Walter’s opinion of the proposal is now. 


Thanks, David 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 23 Sep 2015 06:45:52 -0400 

To: Dolsten, Mikael;Collins, Francis (NIH/OD) [E] 
Ce: Protasiewicz, Ann;Melencio, Cheryl (FNIH) [T] 
Subject: Re: AMP 


Sure, Mikael. We put these meetings on calendars in advance but Cheryl will work with Ann to 
determine any likely conflicts at least through end of this year. 

David 

Sent from my BlackBerry 10 smartphone. 

From: Dolsten, Mikael 

Sent: Tuesday, September 22, 2015 10:20 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Wholley, David (FNIH) [T]; Protasiewicz, Ann 

Subject: Re: AMP 


Ann ced 
Sent from my iPhone 


On Sep 22, 2015, at 10:20 PM, Dolsten, Mikael <Mikael.Dolsten@pfizer.com> wrote: 


Francis 

Thank you for the kind words 

I truly enjoy the AMP meetings and prioritize them whenever possible 

We have a Pfizer board meeting this Friday morning that I need to attend to which is an 
unfortunate conflict of interest w AMP 

It would be great if David can check the AMP time slots for the next few meetings w my office . 
I cc my assistant Ann to ensure we can work on this and keep my calendar available for AMP 
Best 

Mikael 


Sent from my iPhone 

On Sep 22, 2015, at 6:03 PM, Collins, Francis (NIH/OD) [E] Py yee wrote: 

Hi Mikael, 

| understand that you have a conflict for the AMP Exec Comm meeting on Friday morning of this week. 
David will certainly accept Morten Soogard as your avatar again. But I’m hoping that we can have your 
presence as often as possible in these monthly phone meetings, as AMP is approaching some critical 
milestones, and your guidance never fails to assist us. Is there a better way for us to set up the dates 
and times for these calls so that we could be sure to benefit from your presence? 


Thanks, and all the best, 


Francis 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 23 Sep 2015 09:02:09 -0400 

To: Protasiewicz, Ann 

Ce: Melencio, Cheryl (FNIH) [T];Dolsten, Mikael;Collins, Francis (NIH/OD) [E] 
Subject: RE: AMP. 


Thanks, Ann. Obviously we need to fix those for everyone. Perhaps if you give us Mikael’s projected 
availability we can build the reschedule around that. 


From: Protasiewicz, Ann [mailto:Ann.Protasiewicz@ pfizer.com] 

Sent: Wednesday, September 23, 2015 8:16 AM 

To: Wholley, David (FNIH) [T] sdwholley@fnih.org> 

Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org>; Dolsten, Mikael <Mikael.Dolsten@pfizer.com>; 


Collins, Francis (NIH/OD) [E] woo 


Subject: RE: AMP 
David, 


The November and December dates may be problematic for some as the calls are scheduled on the day 
after Thanksgiving and on Christmas Day. | will inform Cheryl of Mikael’s availability. 


Regards, 


Ann 


Ann Martin Protasiewicz 
Executive Assistant to 
Mikael Dolsten, President 
Worldwide Research and Development 
Pfizer Inc. 
235 East 42" Street, Floor 22 
New York, NY 10017 
212-733-5859 (Office) 
(Mobile) 
E-Mail — ann.protasiewicz@pfizer.com 


From: Wholley, David (FNIH) [T] [mailto:dwholley@fnih.org 
Sent: Wednesday, September 23, 2015 6:46 AM 

To: Dolsten, Mikael; Collins, Francis (NIH/OD) [E] 

Ce: Protasiewicz, Ann; Melencio, Chery (FNIH) [T] 
Subject: Re: AMP 


Sure, Mikael. We put these meetings on calendars in advance but Cheryl will work with Ann to 
determine any likely conflicts at least through end of this year. 

David 

Sent from my BlackBerry 10 smartphone. 
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From: Dolsten, Mikael 

Sent: Tuesday, September 22, 2015 10:20 PM 
To: Collins, Francis (NIH/OD) [E] 

Ce: Wholley, David (FNIH) [T]; Protasiewicz, Ann 
Subject: Re: AMP 


Ann ccd 
Sent from my iPhone 


On Sep 22, 2015, at 10:20 PM, Dolsten, Mikael <Mikael.Dolsten@pfizer.com> wrote: 


Francis 
Thank you for the kind words 


| truly enjoy the AMP meetings and prioritize them whenever possible 


We have a Pfizer board meeting this Friday morning that | need to attend to which is an unfortunate 
conflict of interest w AMP 


It would be great if David can check the AMP time slots for the next few meetings w my office . | cc my 
assistant Ann to ensure we can work on this and keep my calendar available for AMP 


Best 
Mikael 


Sent from my iPhone 

On Sep 22, 2015, at 6:03 PM, Collins, Francis (NIH/OD) [E] ROTO} )> wrote: 

Hi Mikael, 

| understand that you have a conflict for the AMP Exec Comm meeting on Friday morning of this week. 
David will certainly accept Morten Soogard as your avatar again. But I’m hoping that we can have your 
presence as often as possible in these monthly phone meetings, as AMP is approaching some critical 
milestones, and your guidance never fails to assist us. Is there a better way for us to set up the dates 
and times for these calls so that we could be sure to benefit from your presence? 


Thanks, and all the best, 


Francis 


NIH - 005517 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 23 Sep 2015 06:37:08 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: AMP consortium in pain 


Ok | will put it on the agenda 

Sent from my BlackBerry 10 smartphone. 

From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, September 23, 2015 6:23 AM 

To: Wholley, David (FNIH) [T] 

Cc: Gadbois, Ellen (NIH/OD) [E]; Canet-Aviles, Rosa (FNIH) [T] 
Subject: RE: AMP consortium in pain 


I think this should be brought up at the end of the Exec Comm discussion (rather than after AD, which as 


| recall is the first of the three presentations). (Nes 
III: "I be glad to be the one to raise the issue. 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Tuesday, September 22, 2015 3:17 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Gadbois, Ellen (NIH/OD) [E]; Canet-Aviles, Rosa (FNIH) [T] 
Subject: AMP consortium in pain 


Francis, 
| realized after we'd hung up that we did not get to talk about the proposal of) O@w6) 

As you will recall this 
was proposed by Steve Hyman and Story Landis as an agenda topic for their November 10 meeting, with 
potential invitations to several of the AMP co-chairs to present on their disease areas. | have exchanged 
an email on this with Walter Koroshetz but have not yet been able to set a firm calendar date for a call 
with him and his deputy. We have a pretty packed agenda for Friday morning, but perhaps if | tack ona 
brief discussion at the end of Neil’s presentation on AMP AD that would work? Alternatively we’d leave 
it to next time, but that is getting close to the IOM meeting date. Please advise how you'd like this 
handled. 


Regards, David 


NIH - 005518 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 16 Dec 2015 09:32:50 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Wood, Gretchen (NIH/OD) [E];McManus, Ayanna (NIH/OD) [E] 
Subject: Re: AMP EEC 


Yes that would be a good idea. | can dance and do shadow puppets on the screen too. 
Sent from my BlackBerry 10 smartphone. 

From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, December 16, 2015 7:45 AM 

To: Wholley, David (FNIH) [T] 

Cc: Wood, Gretchen (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E] 

Subject: AMP EEC 


Hi David, 

The White House has called a very high level meeting about the Precision Medicine Initiative - and 
scheduled it for 10 - 11 AM on Friday. Arrggh. (They don’t consider whether this might be a bad time 
for those required to attend.) 

There’s always a chance that the WH meeting will be moved to another time, but right now it looks like 
it will happen. In that case, | will miss the first 30 minutes of the EEC call (probably more like 35 — 40 
min in order to wrap the meeting and get out of the White House). That will mean that Mikael will need 


to do the entire introduction. Shall | reach out to him about this? 


FC 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 18 Dec 2015 18:40:55 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: FW: Sorry for the frustration... 


FYI. | bcc’d Steve Katz as well. 


From: Wholley, David (FNIH) [T] 

Sent: Friday, December 18, 2015 6:39 PM 

To: Carter, Robert (NIH/NIAMS) [E] (NOG; 'Hodge, Martin’ 
(Martin. Hodge @pfizer.com) <Martin. Hodge @pfizer.com> 

Subject: Sorry for the frustration... 


Bob and Marty— 


On the train heading home and finally have time to sit down and write you a note just to say | 
understand how frustrating it must have been on today’s call to have such a short time to @@) 


[LEE NERNEY Clearly we took too much time getting 


started on the disease area discussions on the call, and though | hope you appreciate that was not 
entirely in my control, | ultimately take the hit for that. | don’t think we will need an intro section in 
future, which should help, as should placing limits (again) on the number of slides. (And you get to go 
first next time, | promise) 


a re a eC 
SO) We look forward to supporting you as you think about that over the 
next month or two. 


Again, sorry for the way things went. If you have other suggestions for managing this better | am all 
ears. 


David 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 21 Sep 2015 10:29:09 -0400 
To: Di Mantova, Emma (NIH/OD) [E];Boskent, Celeste (NIH/OD) [E] 
Ce: Collins, Francis (NIH/OD) [E];Melencio, Cheryl (FNIH) [T];Jones, Jessica (FNIH) 


[T];Canet-Aviles, Rosa (FNIH) [T];Hoffmann, Steve (FNIH) [T];Whitaker, Sanya (FNIH) [T];Gadbois, Ellen 
(NIH/OD) [E] 

Subject: Materials for AMP EC Pre-call with Francis Collins 12:15PM EDT tomorrow 
Attachments: DRAFT AMP EC Slides Sept 25 2015.pptx, July 31 2015 AMP EC teleconference 
minutes final draft.docx, Attendees for September 25 AMP EC Call 


Here are the materials for the precall with Dr. Collins for tomorrow at 12:15 EDT in preparation for the 
actual EC call this Friday September 25. | have enclosed the draft slides (please be aware some of these 
are still under final reviews by some of the SC co-chairs), the minutes from our July 31 EC call, and the 
projected attendees for this Friday’s call. Please note with respect to the latter the request we received 
on Thursday from Pfizer, which we can discuss tomorrow if Dr. Collins prefers. | look forward to the call- 


Regards, 
David 


From: Protasiewicz, Ann [mailto:Ann.Protasiewicz@ pfizer.com] 

Sent: Tuesday, September 15, 2015 6:43 PM 

To: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: Confirming Attendance at AMP EC Call -- September 25 8:00 a.m. EDT 


Cheryl, 


Mikael Dolsten is unable to attend the AMP EC call on Friday, September 25, as he must participate ina 
Pfizer Board meeting. | am checking to see if Morten Sogaard is available to participate in his stead. | will 
be back in touch shortly. 


Regards, 
Ann 


Ann Martin Protasiewicz 
Executive Assistant to 
Mikael Dolsten, President 
Worldwide Research and Development 
Pfizer Inc 
235 East 42 Street, Floor 22 
New York, NY 10017 
212-733-5859 (Office) 
(Mobile) 
E-Mail — ann.protasiewicz@pfizer.com 
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AMP RA/SLE Steering Committee Update 
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t Upcoming Meetings 
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AD Steering:Committee update 
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AD Steering:Committee update 
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| Other Meetings and Updates: 


Project B researchers as well as NIA and FNIH staffStatus: 


Froject b researcners as well as NIA and FNIA Sstatfotatus: 
Agenda being developedRegistration sent on Friday 28th of 
September 
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AMP T2D meeting at EASD in Stockholm, Sweden in 
Sept. 2015 
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' T2D Steering Committee Update: Upcoming Meetings 


m Planning for Face to Face in Q1 2016 
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i Executive Committee 


m Next MeetingFriday, October 30, 2015; 8:00 AM — 9:00 AM 
Eastern US Time 
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Foundation for the National Institutes of Health 
Accelerating Medicines Partnership 
Core Executive Committee 
Teleconference Meeting Minutes 
Friday, July 31, 2015 
8:00 a.m. — 9:00 a.m. ET 


Participants: Neil Buckholtz, Rosa Canet-Avilés, Robert Carter, Francis Collins, Mike Decker, Mikael 
Dolsten, Sanya Fanous Whitaker, Ellen Gadbois, Richard Hodes, Marty Hodge, Steve Hoffmann, Stephen 
Katz, Jan Lundberg, Philip Smith, Peter Stein, David Wholley 
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From: Melencio, Cheryl (FNIH) [T] 


Sent: Fri, 18 Sep 2015 15:50:53 -0400 

To: Wholley, David (FNIH) [T] 

Subject: Attendees for September 25 AMP EC Call 
Attachments: AMP EC - September 25 2015.xlsx 


David here is the list of those for next Friday’s call. Those not responding yet are: Richard Lifton & Griff 
Rodgers. Mikael Dolston is at Pfizer Board meeting and not able to call, so his admin asked if Morten 
Sogaard could attend in his place. 


Cheryl 


Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Compaign (CFC) #29165 
For eleven consecutive years, Charity Navigator has rated the FNIH as an organization that exceeds 


industry standards, 


©FNIH 


To facilitate conservation of earth's precious natural resources please consider the environment before printing this email. 
Confidentiality Notice: Information contained in this e-mail and attachments may be legally privileged and confidential. if you are not an 
intended recipient, you are hereby notified that dissemination, distribution or copying this email and attachments is strictly prohibited; 
please delete the e-mail and attachments immediately. 
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AMP EC Mtg. Sept. 25 
Name 

Melencio, Cheryl (FNIH) [T] 
Buckholtz, Neil (NIH/NIA) [E] 
Canet-Aviles, Rosa (FNIH) [T] 
Carter, Robert (NIH/NIAMS) [E] 
Collins, Francis (NIH/OD) [E] 
Cuss, Francis 

Decker, Mike 

Dolsten, Mikael 

Soogard, Morten (for Dolsten) 
Gadbois, Ellen (NIH/OD) [E] 
Hodes, Richard (NIH/NIA) [E] 
Hodge, Martin 

Hoffmann, Steve (FNIH) [T] 
Hudson, Kathy (NIH/OD) [E] 
Katz, Stephen I. (NIH/NIAMS) [E] 
Lifton, Richard 

Lundberg, Jan 

Rodgers, Griffin (NIH/NIDDK) [E] 
Smith, Philip (NIH/NIDDK) [E] 
Terry, Sharon 

Whitaker, Sanya (FNIH) [T] 
Wholley, David (FNIH) [T] 

Stein, Peter 

Serrate-Sztein, Susana (NIH/NIAMS) [E] 


Attendance 

Meeting Organizer 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Optional Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
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Response 
None 
Accepted 
Accepted 
Accepted 
Accepted 
Tentative 
Declined 
Declined due to business travel 
Accepted on Mikael's behalf 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
None 
Accepted 
None 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 22 Sep 2015 15:10:09 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Mikael Dolsten attendance on the EC 


Francis, as we reviewed today Mikael’s office has asked for the second meeting this year if they can 
substitute Martin Sogaard for Mikael on the EC call. You said we should say yes, but also that you would 
want to reach out to Mikael personally to make sure this is not institutionalized as a pattern. This is a 
reminder to do so. By the way the reason given for Mikael’s inability to attend was required attendance 
at a Pfizer board meeting. 


Regards, 
David 
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From: 

Sent: 

To: 

Ce: 

Subject: 
Attachments: 


Francis, just as an fyi, 


Wholley, David (FNIH) [T] 

Thu, 24 Sep 2015 09:26:13 -0400 

Collins, Francis (NIH/OD) [E] 

Jones-Davis, Dorothy (FNIH) [T];Canet-Aviles, Rosa (FNIH) [T] 
Pharma Pain Portfolio 

Pharma Pain Portfolio - 9-23-15.xlsx 


|, | think the best we can do 


on tomorrow’s call is get an initial read from the other EC members on likely level of interest and 
perhaps issues like segmentation of the market, addiction issues, etc. Thought this would be helpful to 


you as background. 


David 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 13 Dec 2015 10:05:22 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 
telecon 


In about 2 minutes, just finalizing now. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, December 13, 2015 9:48AM 

To: Wholley, David (FNIH) [T] sdwholley@fnih.org> 

Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Encouraging. When might | expect to see the ppts for a quick review? 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Sunday, December 13, 2015 8:47 AM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Melencio, Cheryl (FNIH) [T] 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


FYI 


From: PamelaJ Edmonds [mailto:edmonds_ pamela j@lilly.com] 
Sent: Saturday, December 12, 2015 12:18 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Ce: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 


Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Hi David, 


I spoke to Dr. Lundberg and he will try his best to call in. He will be in Montana and since the 
call starts at 10:30 a.m. and there is a 2-hour time difference, he thinks he may be able to do so. 


Thanks, 
Pam 


Pamela J. Edmonds 

Senior Executive Assistant, Lilly Research Laboratories 
Eli Lilly and Company 

Lilly Corporate Center, Indianapolis, IN 46285 USA 


317.276.1277 (office) | 317.277.1125 (fax) | a) 


pie@lilly.com | www lilly.com 
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CONFIDENTIALITY NOTICE: This e-mail message (including all attachments) is for the sole use of the intended recipient(s) anc 
may contain confidential information. Any unauthorized review, use, disclosure, copying or distribution is strictly prohibited. If you 
are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original message. 


From: Wholley, David (FNIH) [T] [mailto:dwholley@fnih.org 

Sent: Thursday, December 10, 2015 5:59 PM 

To: Pamela J Edmonds 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Pam—thanks for your note. Unfortunetely this is an issue for us since Jan is one of three industry 
members of the core EC on the call, and Francis Cuss from BMS had told us a while ago he’d be unable 
to attend. Mikael Dolsten will also be stepping off the call for 20 minutes or so in the middle, leaving 
Dr. Collins a bit out there on his own, so to speak. It would be important therefore for Jan to attend | 
believe. Is there any way he can make the call? 


Thanks, David 


From: PamelaJ Edmonds [mailto:edmonds_ pamela j@lilly.com] 

Sent: Wednesday, December 09, 2015 6:31 PM 

To: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Cheryl, 


Dr. Lundberg is not available to attend on December 18, can he ask a representative to 
participate in his stead? 


Thanks, 
Pam 


Pamela J. Edmonds 

Senior Executive Assistant, Lilly Research Laboratories 
Eli Lilly and Company 

Lilly Corporate Center, Indianapolis, IN 46285 USA 


317.276.1277 (office) | 317.277.1125 (fax) | TTA mobile) 


pje@lilly.com | www.lilly.com 


CONFIDENTIALITY NOTICE: This e-mail message (including all attachments) is for the sole use of the intended recipient(s) and 
may contain confidential information. Any unauthorized review. use, disclosure, copying or distribution is strictly prohibited. If you 
are not the intended recipient. please contact the sender by reply e-mail and destroy all copies of the original message. 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org 
Sent: Wednesday, December 09, 2015 11:23 AM 
To: Buckholtz, Neil (NIH/NIA) [E]; Canet-Aviles, Rosa (FNIH) [T]; Carter, Robert (NIH/NIAMS) [E]; 
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Collins, Francis (NIH/OD) [E]; Cuss, Francis; Decker, Mike; Dolsten, Mikael; Gadbois, Ellen (NIH/OD) [E]; 
Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; Hoffmann, Steve (FNIH) [T]; Hudson, Kathy (NIH/OD) [E]; 
Katz, Stephen I. (NIH/NIAMS) [E]; Lea, Allison (NIH/OD) [C]; Li, Rose; Lifton, Richard; Jan Lundberg; 
Rodgers, Griffin (NIH/NIDDK) [E]; Serrate-Sztein, Susana (NIH/NIAMS) [E]; Smith, Philip (NIH/NIDDK) 
[E]; Sorrow, Kathleen; Spear, Nicole (FNIH) [T]; Stein, Peter; Terry, Sharon MA; Whitaker, Sanya (FNIH) 
[1]; Wholley, David (FNIH) [T] 

Cc: Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Cappello, Elizabeth; Clark, Katie; 
Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta (NIH/OD) [E]; Pamela J Edmonds; Fraser, Christe 
(NIH/NIAMS) [C]; Gwaldis, Janice; Hennessey, Shawn; McManus, Ayanna (NIH/OD) [E]; Melencio, Cheryl 
(FNIH) [T]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Parpana, Sarah (NIH/NIDDK) [C]; Poole, 
Charlene (NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) 
[E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Dear AMP Executive Committee Memters, 


Copying you on correspondence to AMP Extended Executive Committee regarding the AMP proposal in 
Parkinson’s disease. 


Cheryl Melencio 


From: Melencio, Cheryl (FNIH) [T] On Behalf Of Wholley, David (FNIH) [T] 

Sent: Monday, December 07, 2015 3:27 PM 

To: Cardon, Lon <lon.r.cardon@gsk.com>; Chin, Bill <chin@phrma.org>; Hait, Bill <whait@its.jnj.com>; 
Miletich, Joseph <joseph.miletich@merck.com>; Oyler, Cat <coyler@its.jnj.com>; Sullivan, Jim 
<james.p.sullivan@abbvie.com>; Woodcock, Janet (FDA/CDER) Syne; 
Yamada, Tachi <tachi.yamada@takeda.com>; Zerhouni, Elias <elias.zerhouni@sanofi.com>; 

‘tim. harris@biogenidec.com' <tim.harris@biogenidec.com> 

Cc: Burkhardt, Carolyn <carolyn.burkherdt@takeda.com>; Choisnet, Tracey <TChoisne@its.jnj com>; 
Corsini, Linda <Icorsini@its.jnj.com>; Jacquet, Catherine <catherine.jacquet@sanofi.com>; Jones, Kim 
<kimberlyann_jones@merck.com>; Kim, Jenny <jkim@phrma.org>; Ligon, Sharnell (CDER) (FDA/CDER) 
ENN; Liotta, Tina <tina.c.liotta@gsk.com>; Nair, Maya 
<maya.nair@biogenidec.com>; Perala, Mie <mie.perala@takeda.com>; Profrock, Kathy 
<KProfroc@its.jnj.com>; Schuster, Donna <donna.schuster@abbvie.com>; Sultani, Tila 
<tila.y.sultani@gsk.com> 


Subject: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Dear AMP Extended Executive Committee Members: 


The AMP Executive Committee recently received a concept-level proposal from several prominent 
academic and NIH investigators to build a “fully human preclinical pipeline to Identify, validate and de- 
risk novel therapeutic targets” in Parkinson’s disease (PD). 
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The AMP EC is therefore asking you to consider whether your company would consider supporting this 
or a similar proposal as a new program area within AMP, and to come prepared to discuss this on the 
AMP Extended EC teleconference on December 18. | have attached a one-page executive summary of 

the proposal and our proposal development path, as well as the full version of the proposal received by 
the EC. 

| am happy to answer any further questions; we look forward to our discussion on the agth, 
Regards, 

David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 13 Dec 2015 18:19:53 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: Re: AMP proposal in Parkinson's disease - please consider for December 18 
telecon 


Thanks; will see to it these are all addressed. 

Sent from my BlackBerry 10 smartphone. 

From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, December 13, 2015 6:08 PM 

To: Wholley, David (FNIH) [T] 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Hi David, 


Thi 


Otherwise good to go. 


Please remind me what Mikael and | agreed to about the introduction. | think | was doing 2—5 and he 
was doing 6—8. Is that right? 


Thanks, Francis 
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From: Wholley, David (FNIH) [T] 

Sent: Sunday, December 13, 2015 10:12 AM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Melencio, Cheryl (FNIH) [T] 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Francis, here are the slides for the Extended EC. We just need to fix the slide master on the second slide 
(today’s participants)—Cheryl will take care of that. When you have finished comments/edits | will send 
them out to the participants along with the PD materials (again) and with a note reminding the 
participants of the key questions for discussion at the end of each section and on slide 44, and that we 
hope they are willing to weigh in actively on these topics. | will also send the presenters a note 
reminding them to please stay within the timeframes allotted so we have time to discuss these, 
particularly the PD proposal. 


Thanks for reviewing these. Will check in later today on your response. 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, December 13, 2015 9:48 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Encouraging. When might! expect to see the ppts for a quick review? 


Fe 


From: Wholley, David (FNIH) [T] 

Sent: Sunday, December 13, 2015 8:47 AM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Melencio, Cheryl (FNIH) [T] 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


FYI 


From: Pamela J Edmonds [mailto:edmonds_ pamela j@lilly.com] 

Sent: Saturday, December 12, 2015 12:18 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Hi David, 


I spoke to Dr. Lundberg and he will try his best to call in. He will be in Montana and since the 
call starts at 10:30 a.m. and there is a 2-hour time difference, he thinks he may be able to do so. 


NIH - 005565, 


Thanks, 
Pam 


Pamela J. Edmonds 

Senior Executive Assistant, Lilly Research Laboratories 

Eli Lilly and Company 

Lilly Corporate Center, Indianapolis, IN 46285 USA 

317.276.1277 (office) | 317.277.1125 (fax) | GG) (mobile) 
pje@lilly.com | www.lilly.com 


CONFIDENTIALITY NOTICE: This e-mail message (including all attachments) is for the sole use of the intended recipient(s) and 
may contain contidenuial information. Any unautrorized review, use, disclosure, copying or distribution is strictly pronibited. IT you 
are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original message. 


From: Wholley, David (FNIH) [T] [mailto:dwholley@fnih.org 

Sent: Thursday, December 10, 2015 5:59 PM 

To: Pamela J Edmonds 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Pam—thanks for your note. Unfortunately this is an issue for us since Jan is one of three industry 
members of the core EC on the call, and Francis Cuss from BMS had told us a while ago he’d be unable 
to attend. Mikael Dolsten will also be stepping off the call for 20 minutes or so in the middle, leaving 
Dr. Collins a bit out there on his own, so to speak. It would be important therefore for Jan to attend | 
believe. Is there any way he can make the call? 


Thanks, David 


From: PamelaJ Edmonds [mailto:edmonds_ pamela j@lilly.com] 

Sent: Wednesday, December 09, 2015 6:31 PM 

To: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Cheryl, 


Dr. Lundberg is not available to attend on December 18, can he ask a representative to 
participate in his stead? 


Thanks, 
Pam 


Pamela J. Edmonds 

Senior Executive Assistant, Lilly Research Laboratories 
Eli Lilly and Company 

Lilly Corporate Center, Indianapolis, IN 46285 USA 


NIH - 005566, 


317.276.1277 (office) | 317.277.1125 (fax) | ) (mobile) 
pje@lilly.com | www.lilly.com 


CONFIDENTIALITY NOTICE: This e-mail message (including all attachments) is for the sole use of the intended recipient(s) and 
may contain confidential information. Any unautrorized review, use, disclosure, copying or distribution is strictly prohibited. If you 
are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original message. 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org 

Sent: Wednesday, December 09, 2015 11:23 AM 

To: Buckholtz, Neil (NIH/NIA) [E]; Canet-Aviles, Rosa (FNIH) [T]; Carter, Robert (NIH/NIAMS) [E]; 
Collins, Francis (NIH/OD) [E]; Cuss, Francis; Decker, Mike; Dolsten, Mikael; Gadbois, Ellen (NIH/OD) [E]; 
Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; Hoffmann, Steve (FNIH) [T]; Hudson, Kathy (NIH/OD) [E]; 
Katz, Stephen I. (NIH/NIAMS) [E]; Lea, Allison (NIH/OD) [C]; Li, Rose; Lifton, Richard; Jan Lundberg; 
Rodgers, Griffin (NIH/NIDDK) [E]; Serrate-Sztein, Susana (NIH/NIAMS) [E]; Smith, Philip (NIH/NIDDK) 
[E]; Sorrow, Kathleen; Spear, Nicole (FNIH) [T]; Stein, Peter; Terry, Sharon MA; Whitaker, Sanya (FNIH) 
[7]; Wholley, David (FNIH) [T] 

Cc: Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Cappello, Elizabeth; Clark, Katie; 
Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta (NIH/OD) [E]; Pamela J] Edmonds; Fraser, Christe 
(NIH/NIAMS) [C]; Gwaldis, Janice; Hennessey, Shawn; McManus, Ayanna (NIH/OD) [E]; Melencio, Chery! 
(FNIH) [T]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Parpana, Sarah (NIH/NIDDK) [C]; Poole, 
Charlene (NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) 
[E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Dear AMP Executive Committee Members, 


Copying you on correspondence to AMP Extended Executive Committee regarding the AMP proposal in 
Parkinson’s disease. 


Cheryl Melencio 


From: Melencio, Cheryl (FNIH) [T] On Behalf Of Wholley, David (FNIH) [T] 

Sent: Monday, December 07, 2015 3:27 PM 

To: Cardon, Lon <lon.r.cardon@gsk.com>; Chin, Bill <chin@phrma.org>; Hait, Bill <whait@its.jnj.com>; 
Miletich, Joseph <joseph.miletich@merck.com>; Oyler, Cat <coyler@its.jnj.com>; Sullivan, Jim 
<james.p.sullivan@abbvie.com>; Woodcock, Janet (FDA/CDER) (we; 
Yamada, Tachi <tachi.yamada@takeda.com>; Zerhouni, Elias <elias.zerhouni@sanofi.com>; 
'tim.harris@biogenidec.com' <tim.harris@biogenidec.com> 

Cc: Burkhardt, Carolyn <carolyn.burkhardt@takeda.com>; Choisnet, Tracey <TChoisne@it: com>; 
Corsini, Linda <Icorsini@its.jnj.com>; Jacquet, Catherine <catherine.jacquet@sanofi.com>; Jones, Kim 
<kimberlyann_jones@merck.com>; Kim, Jenny <jkim@phrma.org>; Ligon, Sharnell (CDER) (FDA/CDER) 
CNNNNNNNMNMNG,, Liotta, Tina <tina.c.liotta@gsk.com>; Nair, Maya 
<maya.nair@biogenidec.com>; Perala, Mie <mie.perala@takeda.com>; Profrock, Kathy 
<KProfroc@its.jnj.com>; Schuster, Donna <donna.schuster@abbvie.com>; Sultani, Tila 
<tila.y.sultani@gsk.com> 

Subject: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


NIH - 005567 


Dear AMP Extended Executive Committee Members: 


The AMP Executive Committee recently received a concept-level proposal from several prominent 
academic and NIH investigators to build a “fully human preclinical pipeline to Identify, validate and de- 
risk novel therapeutic targets” in Parkinson’s disease (PD). 


The AMP EC is therefore asking you to consider whether your company would consider supporting this 
or a similar proposal as a new program area within AMP, and to come prepared to discuss this on the 
AMP Extended EC teleconference on December 18. | have attached a one-page executive summary of 
the proposal and our proposal development path, as well as the full version of the proposal received by 
the EC. 


lam happy to answer any further questions; we look forward to our discussion on the asth, 


Regards, 

David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 


NIH - 005568 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 8 Sep 2015 11:09:43 -0400 

To: Carter, Robert (NIH/NIAMS) [E];Collins, Francis (NIH/OD) [E] 
Ce: Katz, Stephen |. (NIH/NIAMS) [E] 

Subject: RE: AMP RA Lupus Chair 


Francis and Steve, | just saw this as (NGS and sorry | had to miss the call. | back 


in the office today and will catch up with Bob regarding the outcome of the call; meanwhile please of 
course let me know if there is anything specific you need my help on with regard to this. 
David 


From: Carter, Robert (NIH/NIAMS) [E] 

Sent: Wednesday, September 02, 2015 3:34 PM 

To: Collins, Francis (NIH/OD) [E] we 

Ce: Katz, Stephen I. (NIH/NIAMS) [E]/ 7) wholley, David (FNIH) [T] 
<dwholley@fnih.org> 

Subject: RE: AMP RA Lupus Chair 


Hi Francis 


The attached is a summary of the issues identified in calls with Steve Quake and other AMP investigators 
at Stanford (Garry Nolan, PJ Utz and Bill Robinson), background information related to these issues, and 
potential next steps. The conversations were constructive, and | would say that all share the vision, but 
whether Steve Q. and Garry will continue to participate given the structure and funding of this project is 
not yet clear. 


Please note the question (under “next steps”) of whether Steve Katz and | should try to close the loop 
with Steve Q, with a f/u with you if needed, or whether you would want to be involved, in which case 
would to proceed directly to a call with you and Steve Q., with Steve K. and me if appropriate, at your 
convenience. 


Thanks 


Bob 


From: Collins, Francis (NIH/OD) [E] 
Sent: Tuesday, August 25, 2015 6:54 AM 


To: Katz, Stephen I. (NIH/NIAMS) [E] IG Carter, Robert (NIH/NIAMS) [E] 
SENG; wholley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: FW: AMP RA Lupus Chair 

FYI 


From: On Behalf Of Stephen Quake 
Sent: Monday, August 24, 2015 11:54 PM 


NIH - 005569 


To: Collins, Francis (NIH/OD) [E] 
Subject: Re: AMP RA Lupus Chair 


With respect, I have been involved in many milestone driven contracts over the years - with 
DARPA, DOE etc. From those agencies the funds are allocated to the university and generally 
there are 12-18 months before the first contingent milestone review happens. I think it would be 
instructive in this situation for you to have someone put together a timeline of when and in what 
amounts funds arrived at Stanford with respect to milestone deadlines. It was simply not 
consistent with the ability to do academic research. 


best 


Steve 


On Mon, Aug 24, 2015 at 4:39 PM, Collins, Francis (NIH/OD) [E] oo 


wrote: 
Hi again Steve, 


| met today with Steve Katz (Director, NIAMS) and Bob Carter (Deputy Director, NIAMS). I’ve also been 
touch with Steve Hoffmann and David Wholley of FNIH. Steve and Bob share my concern about this 
situation — but they also note that a number of PJ’s assertions in the e-mail thread below are not quite 
correct. Clearly there has been a bit of a breakdown in communication! Part of the problem may well 
be that AMP is not a “business-as-usual” project for NIH, where we essentially give grants and count on 
the investigators to make the most of the funds over 3-5 years. AMP is an NIH-industry partnership 
where meeting milestones and deliverables is critical (otherwise industry would simply not contribute), 
and funds are contingent upon progress. I’m thinking that this difference in culture may be part of the 
source of unhappiness — but that’s probably not the whole story. 


Bob Carter (who is a truly good guy and has busted his butt to make this AMP project work) will be 
reaching out by phone to you and the other Stanford investigators who are funded by AMP, to listen to 
perspectives, and to consider adjustments as needed. It would be *very* unfortunate for the Stanford 
team to go rogue in the meantime. | will be personally briefed by Bob and Steve within the next 10 
days. We will fix this! We have to. 


Francis 


From: Collins, Francis (NIH/OD) [E] 
Sent: Sunday, August 23, 2015 9:09 AM 
To: 'Stephen Quake! 

Subject: RE: AMP RA Lupus Chair 


Thanks for the heads up, Steve. | was totally unaware of the friction here. |’ll meet urgently with NIAMS 
senior staff and try to figure out what's happened and how to fix it. This project is too important to get 
knocked of the rails this way. 


Best, Francis 


NIH - 005570 


Ero: PEAOn ena oF stenten une 
Sent: Saturday, August 22, 2015 12:01 PM 


To: Collins, Francis (NIH/OD) [E] 
Subject: Fwd: AMP RA Lupus Chair 


Asa confidential FYI 


woseceeee Forwarded message -------—- 

From: Dr. PJ Utz <pjutz@stanford.edu> 

Date: Sat, Aug 22, 2015 at 8:38 AM 

Subject: RE: AMP RA Lupus Chair 

To: Mark M Davis <mmdavis@stanford.edu>, Stephen Quake <quake@stanford.edu>, "Garry 
Nolan (gnolan@stanford.edu)" <gnolan@drowlab.com>, "Howard Y. Chang" 
<howchang@stanford.edu>, arash Terry Maecker <maecker@stanford.edu>, William Hewitt 
Robinson <wrobin: 


'lLonly hit ‘reply all’ once, as | know | send too many emails, and they are too lon, 


PJ 


NIH - 005571 


From: Mark M Davis [mailto:mmdavis@stanford.edu] 

Sent: Saturday, August 22, 2015 12:12 AM 

To: Dr. PJ Utz; Stephen Quake; Garry Nolan (gnolan@stanford.edu); Howard Y. Chang; Holden Terry 
Maecker; William Hewitt Robinson 


Subject: Re: AMP RA Lupus Chair 
Dear PJ 


Thanks to you and Bill for hanging in there! I've never seen such a slow moving train wreck! Is 
there a way to get to Francis Collins? Is anyone trying? Isn't this his baby? (and maybe he 
doesn't want to see it strangled in the crib). 


Yours, 


Mark 


From: Dr. PJ Utz <pjutz@stanford.edu> 

Sent: Friday, August 21, 2015 4:17 PM 

To: Mark M Davis; Stephen Quake; Garry Nolan (gnolan@stanford.edu); Howard Y, Chang; Holden Terry 
Maecker; William Hewitt Robinson 

Subject: FW: AMP RA Lupus Chair 


See below, Overall this is good news — keeps Bill and | in position to drive key decisions without having 
to interface as much with NIH and SC. It also frees up more of my time to try to leverage AMP (where 
money trickles out but is highly visible) by writing new PPGs for us and to engage companies for 
sponsored research. 


Have a good weekend — for once mine will not be spent reviewing agendas and minutes and replying to 
angry emails. 


PJ 


From: Serrate-Sztein, Susana (NIH/NIAMS) [E] (9 o@) 

Sent: Thursday, August 20, 2015 12:10 PM 

To: Holers, Mike; Weisman, Michael, M.D.; Boyle, David; Gary Firestein; ‘Judith James, MD, PhD' (Judith- 
James@omrf.org); joe!-quthridge@omrt.org; pernisa@hss.edu; Ivashkivi@hss.edu; bykerkv@hss.edu; 
Siegel, Richard (NIH/NIAMS) [E]; Peter Gregersen (PGregers@NSHS.edu); Diamond, Betty 


NIH - 005572 


(BDiamond@NSHS.edu), Wofsy, David (David. Wofsy@ucsf.edu); 

Buyon, Jill; ttuschl@mail.rockefeller.edu; Soumya Raychaudhuri Pepe ree eyo 
mbrenner@partners.org; Michelle Petri (mpetri@jhmi.edu); Anolik, Jennifer 

(Jennifer Anolik@URMC.Rochester.edu); Iwm5@pitt.edu; mmcgeach@pitt.edu; kretzler@med.umich.edu; 
Dr. PJ Utz; Kenneth W Mahaffey; Willian Hewitt Robinson; Amol Rajmane; Asmeret Kidane; 
ksiminovitch@mtsinai.on.ca; jlederer@rics.bwh.harvard.edu; nhacohen@partners.org 

Ce: Chi, Jennifer (NIH/NIAMS) [C]; Wang, Yan (NIH/NIAMS) [E]; Mao, Su-Yau (NIH/NIAMS) [E]; 
Buschman, Justine (NIH/NIAMS) [E]; Xia, Ashley (NIH/NIAID) [E]; Goldmuntz, Ellen (NIH/NIAID) [E]; 
Peyman, John (NIH/NIAID) [E]; Carter, Robert (NIH/NIAMS) [E]; Katz, Stephen I. (NIH/NIAMS) [E] 
Subject: AMP RA Lupus Chair 


Dear Colleagues, 


We have just concluded the nomination process for the next NLC Chair. A total of five 
candidates were nominated - we thank those of you who submitted a nomination. The 
NIAMS team held calls with each candidate to discuss their willingness to serve, their 
vision for the Network organization, and the resources that they believe they will need in 
order to lead the NLC successfully. 


We received helpful feedback from all candidates, including the strong recommendation 
that several steps had to be taken by the NLC and the NIH to better assure a successful 
transition and Phase | period. Due to varying reasons, only one candidate felt that the 
role of the NLC Chair could fit into their existing responsibilities for the coming year, 
thus, Dr. Michael Holers has agreed to serve as the next NLC Chair. We are pleased to 
relay that all other candidates have voiced their strong support for his election and 
leadership. 


NIH - 005573 


Sincerely, 


Susana A. Serrate Sztein, M.D. 

Director, Division of Skin and Rheumatic Diseases 

National Institute of Arthritis and Musculoskeletal and Skin Diseases 
6701 Democracy Blvd. Room 800 


Bethesda, MD 20892 (overnight courier use 20817) 


National institute of 
NTL BD Arthritis and Musculoskeletal 


and Skin Diseases 


NIH... Turning Discovery Into Health 


NIH - 005574 


Stephen Quake 
Lee Otterson Professor of Bioengineering and Applied Physics 
Stanford University 


PLEASE REPLY TO: quake@stanford.edu 


Stephen Quake 
Lee Otterson Professor of Bioengineering and Applied Physics 
Stanford University 


PLEASE REPLY TO: quake@stanford.edu 


NIH - 005575, 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 26 Oct 2015 13:46:04 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Melencio, Cheryl (FNIH) [T] 
Subject: RE: attendance for Friday's EC call 


That would be a big help | think, in this instance. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, October 26, 2015 1:45 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Gadbois, Ellen (NIH/OD) [E] (OG; Melencio, Chery! (FNIH) [T] 
<cmelencio@fnih.org> 

Subject: RE: attendance for Friday's EC call 


Want me to send a note to Francis? 


From: Wholley, David (FNIH) [T] 

Sent: Monday, October 26, 2015 1:43 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E]; Melencio, Cheryl (FNIH) [T] 
Subject: attendance for Friday's EC call 


Francis, Jan Lundberg 9G and as mentioned Chery! did indeed just get an email 
from Francis Cuss’s office indicating he may have a conflict but will try to be on the phone. (Mikael is 
indeed confirmed.) Don’t quite know what to do about this—we do set these meetings well in advance 
on days when the principals can attenc and we do also ask that if there are changes they let us know as 
soon as possible and at least 3-4 weeks in advance. We may need some muscle from your office on this 
aspect of scheduling to make it work. Any thoughts appreciated. 


David 


NIH - 005576 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 10 Dec 2015 12:16:37 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: Crunch in my Friday schedule 


| think your being there is largely the point. Alternatively you can review the slide deck (will send today) 
and make comments to the group, copy Mikael etc etc and we cancel the dry run. | don’t see the sense 
in making everyone go through their slides live unless you are commenting—they know how long they 
have, etc. 


Let me know what you need and we'll make it happen. 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, December 10, 2015 11:39 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: Crunch in my Friday schedule 


How critical is my participation in the AMP EEC dry run? 


NIH - 005577 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 10 Dec 2015 13:38:47 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Wood, Gretchen (NIH/OD) [E];McManus, Ayanna (NIH/OD) [E];Melencio, Cheryl 
(FINIH) [T] 

Subject: RE: Crunch in my Friday schedule 


OK, | will have Cheryl let the group know that ‘due to issues with schedules’ we will cancel the 
meeting/call tomorrow. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, December 10, 2015 1:37 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Wood, Gretchen (NIH/OD) [E] 9G; Mcmanus, Ayanna (NIH/OD) [E] 
[certain 1) 


Subject: RE: Crunch in my Friday schedule 
Hey there David, 
Got it. So let’s do this electronically. Get me the slides and I'll review this weekend. 


Thanks, FC 


From: Wholley, David (FNIH) [T] 

Sent: Thursday, December 10, 2015 12:17 PM 
To: Collins, Francis (NIH/OD) [E] 

Subject: RE: Crunch in my Friday schedule 


| think your being there is largely the point. Alternatively you can review the slide deck (will send today) 
and make comments to the group, copy Mikael etc etc and we cancel the dry run. | don’t see the sense 
in making everyone go through their slides live unless you are commenting—they know how long they 
have, etc. 


Let me know what you need and we'll make it happen. 


David 


From: Collins, Francis (NIH/OD) [E] 
Sent: Thursday, December 10, 2015 11:39 AM 


To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: Crunch in my Friday schedule 


How critical is my participation in the AMP EEC dry run? 


NIH - 005578 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 30 Oct 2015 20:48:44 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: EC call 


Agree, yes. OK if we give them till next Friday to reply (as we suggested this morning), then set up the 
calls? 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, October 30, 2015 3:06 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: RE; EC call 


Hi David, 

I'm not sure the rest of the presenters realized that we needed time at the end for a substantive 
discussion — maybe in the future we should lay out time constraints up front. But we can work with 
this. I'll be very interested to see what Mikael comes up with, and the PD responses should also be 


interesting. Perhaps 1:1 calls with our Exec Comm pharma leads in 10 days or so might be in order? 


FC 


From: Wholley, David (FNIH) [T] 
Sent: Friday, October 30, 2015 9:11 AM 
To: Collins, Francis (NIH/OD) [E] 
Subject: EC call 


Francis: 
Sorry about the time crunch at the end; | thought looking at everyone’s slides that their updates would 


be shorter than usual but presentations seems to expand to fill the time allotted etc. Will try to be more 
aggressive on time management in futur 


asa Let me know if you think that fits the 


David 


NIH - 005579 


From: Wholley, David (FNIH) [T] 

Sent: Thu, 10 Dec 2015 17:52:53 -0500 

To: Melencio, Cheryl (FNIH) [T];Carter, Robert (NIH/NIAMS) [E];Hodge, 
Martin;Buckholtz, Neil (NIH/NIA) [E];Decker, Mike;Smith, Philip (NIH/NIDDK) [E];Stein, Peter;Ryan, Laurie 
(NIH/NIA) [E];Collins, Francis (NIH/OD) [E];Gadbois, Ellen (NIH/OD) [E];Lea, Allison (NIH/OD) [C];Hudson, 
Kathy (NIH/OD) [E];Hoffmann, Steve (FNIH) [T];Whitaker, Sanya (FNIH) [T];Spear, Nicole (FNIH) [T];Jones- 
Davis, Dorothy (FNIH) [T] 


Cc: Di Mantova, Emma (NIH/OD) [E];'Gwaldis, Janice';Boskent, Celeste (NIH/OD) 
[E];Arrowchis, Leeanna (NIH/NIDDK) [C];Wood, Gretchen (NIH/OD) [E];'Clark, Katie';Doswell, Greta 
(NIH/OD) [E] 

Subject: RE: AMP Extended EC "Dry Run" -- CANCELLED 


We will get the full slide deck around to you all by early next week for your review (still waiting 
on slides from one or two of the group). Thanks, David 


From: Melencio, Chery! (FNIH) [T] 

Sent: Thursday, December 10, 2015 1:46 PM 

To: Carter, Robert (NIH/NIAMS) [E] 9 WG>; Hodge, Martin 

<martin.hodge @pfizer.com>; Buckholtz, Neil (NIH/NIA) [E]/ yee; 
Decker, Mike <michael.w.decker@zbbvie.com>; Smith, Philip (NIH/NIDDK) [E] 
9G Stein, Peter <peter.stein@merck.com>; Ryan, Laurie (NIH/NIA) 
(El); Collins, Francis (NIH/OD) [E] SIPPY, Gadbois, Ellen 
(NIH/OD) [E]/ NBG, Lea, Allison (NIH/OD) [C] NGG; Hudson, 
Kathy (NIH/OD) [E]// 7) wholley, David (FNIH) [T] <dwholley@fnih.org>; 
Hoffmann, Steve (FNIH) [T] <shoffmann@fnih.org>; Whitaker, Sanya (FNIH) [T] 
<swhitaker@fnih.org>; Spear, Nicole (FNIH) [T] <nspear@fnih.org>; Jones-Davis, Dorothy (FNIH) 
[T] <djones-davis@fnih.org> 

Ce: Di Mantova, Emma (NIH/OD) [E] NG; 'ewaldis, Janice’ 
<janice_gwaldis@merck.com>; Boskent, Celeste (NIH/OD) [E] oe; 
Arrowchis, Leeanna (NIH/NIDDK) [C] yyy; Wood, Gretchen (NIH/OD) 
[E] Be; ‘clark, Katie' <katie.bruggeman@abbvie.com>; Doswell, Greta 
(NIH/OD) [] ie. 


Subject: RE: AMP Extended EC "Dry Run" -- CANCELLED 


Good afternoon, 


Due to issues with schedules, this “dry run” is being cancelled. | will send a cancellation 
separately. 


Cheryl Melencio 


NIH - 005580 


—— Original Appointment----- 

From: Melencio, Chery! (FNIH) [T] 

Sent: Wednesday, December 02, 2015 4:30 PM 

To: Melencio, Cheryl (FNIH) [T]; Carter, Robert (NIH/NIAMS) [E]; Hodge, Martin; Buckholtz, Neil 
(NIH/NIA) [E]; Decker, Mike; Smith, Philip (NIH/NIDDK) [E]; Stein, Peter; Ryan, Laurie (NIH/NIA) 
[E]; Collins, Francis (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Lea, Allison (NIH/OD) [C]; Hudson, 
Kathy (NIH/OD) [E]; Wholley, David (FNIH) [T]; Hoffmann, Steve (FNIH) [T]; Whitaker, Sanya 
(FNIH) [T]; Spear, Nicole (FNIH) [T]; Jones-Davis, Dorothy (FNIH) [T] 

Ce: Di Mantova, Emma (NIH/OD) [E]; 'Gwaldis, Janice’; Boskent, Celeste (NIH/OD) [E]; 
Arrowchis, Leeanna (NIH/NIDDK) [C]; Wood, Gretchen (NIH/OD) [E]; ‘Clark, Katie’; Doswell, 
Greta (NIH/OD) [E] 

Subject: AMP Extended EC "Dry Run" 

When: Friday, December 11, 2015 2:00 PM-3:00 PM (UTC-05: 00) Eastern Time (US & Canada). 
Where: | WO France: 0805 770 131 Participant Code: GG Moderator Code: 


All, 1am writing to let you know that due to issues with schedules 


Adding Room # for those who want to attendin person. NIH Bldg. 1, Room © 


NIH - 005581 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 17 Dec 2015 07:57:23 -0500 

To: Collins, Francis (NIH/OD) [E];Dolsten, Mikael 

Cr Gadbois, Ellen (NIH/OD) [E];Wolinetz, Carrie (NIH/OD) [E];Hudson, Kathy 
(NIH/OD) [E] 

Subject: Re: AMP Exterded Executive Committee tomorrow 


| will be happy to. Will change slides to show Michael handling intro. This should be fine. 
Thanks David 

Sent from my BlackBerry 10 smartphone. 

From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, December 17, 2015 7:55 AM 

To: Dolsten, Mikael 

Cc: Wholley, David (FNIH) [T]; Gadbois, Ellen (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E]; Hudson, 
Kathy (NIH/OD) [E] 

Subject: RE: AMP Extended Executive Committee tomorrow 


That should all work, thanks! 


From: Dolsten, Mikael [mailto:Mikael.Dolsten@pfizer.com] 

Sent: Thursday, December 17, 2015 7:52 AM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Wholley, David (FNIH) [T]; Gadbois, Ellen (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E]; Hudson, 
Kathy (NIH/OD) [E] 

Subject: Re: AMP Extended Executive Committee tomorrow 


I can surely help you out on this 

As | mentioned in a previous email, | need to step out for 15 minutes around 1050-1105 am for a 
traditional holiday toast that our CEO has w us and then | am back 

David can likely cover for us then 


Mikael Dolsten, M.D,. Ph.D. 

Pfizer Inc 

President - Worldwide Research and Development 
235 East 42nd Street | Floor 22 

New York, NY 10017-5703 


On Dec 17, 2015, at 5:52 AM, Collins, Francis (NIH/OD) [E] 1 wrote: 

Hi Mikael, 

The White House has called a very high level meeting about the Precision Medicine Initiative — and 
scheduled it for 10 - 11 AM on Friday. Arrggh. (They don’t consider whether this might be a bad time 


for those required to attend.) 


There’s always a chance that the WH meeting will be moved to another time, but right now it looks like 
it will happen. In that case, | will miss the first 30 minutes of the EEC call (probably more like 35 — 40 


NIH - 005582 


min in order to wrap the meeting and get out of the White House). Though you and | had planned to 
share the introduction part from 10:30 — 10:35 AM, | am hoping you can run this — and then I'll call in as 
soon as | get free. 

Will this work for you? 


Thanks, and sorry about this, 


Francis 


NIH - 005583 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 17 Dec 2015 17:45:31 -0500 

To: Collins, Francis (NIH/OD) [E];Dolsten, Mikael 

Ce: Gadbois, Ellen (NIH/OD) [E];Lea, Allison (NIH/OD) [C];Hudson, Kathy (NIH/OD) 
[E];Wolinetz, Carrie (NIH/OD) [E] 

Subject: RE: AMP Extended Executive Committee tomorrow 


Francis, Mikael: 


We have sent out the final slides. FYI |added one slide to the end of the deck summarizing the PD 
proposal and a second with a graphic showing how we develop disease area concepts just for reference. 
| am assuming the participants will have read at least the PD exec summary but you never know. (Also, 
Francis, Neil Buckholtz did not change the slide (NGA but said he would talk to the 
point you raised with him.) 


| decided not to mention Francis’s absence from the beginning of the call in my email to the Extended EC 
but wait till tomorrow morning—I am sure the participants will understand that when the White House 
calls it is not always with a lot of advanced notice. Let me know if you think | need to send something 
out about that tonight. 


From what | can see Francis will miss most if not all of the T2D presentation and Mikael may also be 
absent at the transition point from T2D to the AD presentation. Francis, you may want to let Mikael 
know if you have any particular questions you think he should ask during the presentation to keep it 
interactive (though I’m sure Mikael you will have one or two of your own.) 


| will keep things moving—we should be OK until you can both be back on. 


Thanks, David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, December 17, 2015 7:55 AM 

To: Dolsten, Mikael <Mikael.Dolsten@pfizer.com> 

Ce: Wholley, David (FNIH) [T] <dwholley@fnih.org>; Gadbois, Ellen (NIH/OD) [E] 
SENN Wolinetz, Carrie (NIH/OD) [E] GE Hudson, Kathy 
(INIH/OD) (E i ONC 


Subject: RE: AMP Extended Executive Committee tomorrow 


That should all work, thanks! 


From: Dolsten, Mikael [mailto:Mikael.Dolsten@pfizer.com 
Sent: Thursday, December 17, 2015 7:52 AM 


To: Collins, Francis (NIH/OD) [E] 

Ce: Wholley, David (FNIH) [T]; Gadbois, Ellen (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E]; Hudson, 
Kathy (NIH/OD) [E] 

Subject: Re: AMP Extended Executive Committee tomorrow 


| can surely help you out on this 


NIH - 005584 


As | mentioned in a previous email, | need to step out for 15 minutes around 1050-1105 am for a 
traditional holiday toast that our CEO has w us and then | am back 
David can likely cover for us then 


Mikael Dolsten, M.D,. Ph.D. 

Pfizer Inc 

President - Worldwide Research and Development 
235 East 42nd Street | Floor 22 

New York, NY 10017-5703 


On Dec 17, 2015, at 5:52 AM, Collins, Francis (NIH/OD) [E] 7 OKO} wrote: 

Hi Mikael, 

The White House has called a very high level meeting about the Precision Medicine Initiative — and 
scheduled it for 10 - 11 AM on Friday. Arrggh. (They don’t consider whether this might be a bad time 
for those required to attend.) 

There’s always a chance that the WH meeting will be moved to another time, but right now it looks like 
it will happen. In that case, | will miss the first 30 minutes of the EEC call (probably more like 35 — 40 
min in order to wrap the meeting and get out of the White House). Though you and | had planned to 
share the introduction part from 10:30— 10:35 AM, | am hoping you can run this — and then I'll call in as 
soon as | get free. 

Will this work for you? 

Thanks, and sorry about this, 


Francis 


NIH - 005585, 


From: Wholley, David (FNIH) [T] 


Sent: Sun, 13 Dec 2015 10:11:52 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 
telecon 

Attachments: AMP Ext EC Slides Dec 18 2015_DRAFT for review 12-11.pptx 


Francis, here are the slides for the Extended EC. We just need to fix the slide master on the second slide 
(today’s participants)—Cheryl will take care of that. When you have finished comments/edits | will send 


them out to the participants along with the PD materials (again) and with a note reminding the 


participants of the key questions for discussion at the end of each section and on slide 44, and that we 


hope they are willing to weigh in actively on these topics. | will also send the presenters a note 
reminding them to please stay within the timeframes allotted so we have time to discuss these, 
particularly the PD proposal. 


Thanks for reviewing these. Will check in later today on your response. 


David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, December 13, 2015 9:48 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Encouraging. When might! expect to see the ppts for a quick review? 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Sunday, December 13, 2015 8:47 AM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Melencio, Cheryl (FNIH) [T] 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


FYI 


From: Pamela J Edmonds [mailto:edmonds pamela j@lilly.com] 

Sent: Saturday, December 12, 2015 12:18 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Hi David, 


NIH - 005586 


I spoke to Dr. Lundberg and he will try his best to call in. He will be in Montana and since the 
call starts at 10:30 a.m. and there is a 2-hour time difference, he thinks he may be able to do so. 


Thanks, 
Pam 


Pamela J. Edmonds 

Senior Executive Assistant, Lilly Research Laboratories 

Eli Lilly and Company 

Lilly Corporate Center, Indianapolis, IN 46285 USA 

317.276.1277 (office) | 317.277.1125 (fax) | ENS) (mobile) 
pie@lilly.com | www.lilly.com 


CONFIDENTIALITY NOTICE: This e-mail messege (including all attachments) is for the sole use of the intended recipient(s) and 
may contain confidential information. Any unauttorized review. use, disclosure, copying or distribution is strictly prohibited. If you 
are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original message. 


From: Wholley, David (FNIH) [T] [mailto:dwholley@fnih.org 

Sent: Thursday, December 10, 2015 5:59 PM 

To: Pamela J Edmonds 

Cc: Melencio, Cheryl (FNIH) [T] 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Pam—thanks for your note. Unfortunately this is an issue for us since Jan is one of three industry 
members of the core EC on the call, and Francis Cuss from BMS had told us a while ago he’d be unable 
to attend. Mikael Dolsten will also be stepping off the call for 20 minutes or so in the middle, leaving 
Dr. Collins a bit out there on his own, so to speak. It would be important therefore for Jan to attend | 
believe, Is there any way he can make the call? 


Thanks, David 


From: Pamela J Edmonds [mailto:edmonds_ pamela j@lilly.com] 

Sent: Wednesday, December 09, 2015 6:31 PM 

To: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Cheryl, 


Dr. Lundberg is not available to attend on December 18, can he ask a representative to 
participate in his stead? 


Thanks, 
Pam 


Pamela J. Edmonds 
Senior Executive Assistant, Lilly Research Laboratories 
Eli Lilly and Company 


NIH - 005587 


Lilly Corporate Center, Indianapolis, IN 46285 USA 
317.276.1277 (office) | 317.277.1125 (fax) | GG) (mobile) 
pie@lilly.com | www.lilly.com 


CONFIDENTIALITY NOTICE: This e-mail message (including all attachments) is for the sole use of the intended recipient(s) anc 
may contain confidential information. Any unauthorized review. use, disclosure, copying or distribution is strictly prohibited. If you 
are not the intended recipient, please contact the sender by reply ¢-mail and destroy all copies of the original message. 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org] 

Sent: Wednesday, December 09, 2015 11:23 AM 

To: Buckholtz, Neil (NIH/NIA) [E]; Canet-Aviles, Rosa (FNIH) [T]; Carter, Robert (NIH/NIAMS) [E]; 
Collins, Francis (NIH/OD) [E]; Cuss, Francis; Decker, Mike; Dolsten, Mikael; Gadbois, Ellen (NIH/OD) [E]; 
Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; Hoffmann, Steve (FNIH) [T]; Hudson, Kathy (NIH/OD) [E]; 
Katz, Stephen I. (NIH/NIAMS) [E]; Lea, Allison (NIH/OD) [C]; Li, Rose; Lifton, Richard; Jan Lundberg; 
Rodgers, Griffin (NIH/NIDDK) [EF]; Serrate-Sztein, Susana (NIH/NIAMS) [E]; Smith, Philip (NIH/NIDDK) 
[E]; Sorrow, Kathleen; Spear, Nicole (FNIH) [T]; Stein, Peter; Terry, Sharon MA; Whitaker, Sanya (FNIH) 
[T]; Wholley, David (FNIH) [T] 

Cc: Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Cappello, Elizabeth; Clark, Katie; 
Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta (NIH/OD) [E]; Pamela ] Edmonds; Fraser, Christe 
(NIH/NIAMS) [C]; Gwaldis, Janice; Hennessey, Shawn; McManus, Ayanna (NIH/OD) [E]; Melencio, Chery! 
(FNIH) [T]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Parpana, Sarah (NIH/NIDDK) [C]; Poole, 
Charlene (NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) 
[E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra 

Subject: FW: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Dear AMP Executive Committee Members, 


Copying you on correspondence to AMP Extended Executive Committee regarding the AMP proposal in 
Parkinson’s disease. 


Cheryl Melencio 


From: Melencio, Cheryl (FNIH) [T] On Behalf Of Wholley, David (FNIH) [T] 

Sent: Monday, December 07, 2015 3:27 PM 

To: Cardon, Lon <lon.r.cardon@gsk.com>; Chin, Bill <chin@phrma.org>; Hait, Bill <whait@its.jnj.com>; 
Miletich, Joseph <joseph.miletich@merck.com>; Oyler, Cat <coyler@its.jnj.com>; Sullivan, Jim 
<james.p.sullivan@abbvie.com>; Woodcock, Janet (FDA/CDER) [CO 
Yamada, Tachi <tachi.yamada@takeda.com>; Zerhouni, Elias <elias.zerhouni@sanofi.com>; 

‘tim. harris@biogenidec.com' <tim.harris@biogenidec.com> 

Ce: Burkhardt, Carolyn <carolyn.burkhardt@takeda.com>; Choisnet, Tracey <TChoisne@its.jnj.com>; 
Corsini, Linda <|corsini@its.jnj.com>; Jacquet, Catherine <catherine.jacquet@sanofi.com>; Jones, Kim 
<kimberlyann_jones@merck.com>; Kim, Jenny <jkim@phrma.org>; Ligon, Sharnell (CDER) (FDA/CDER) 
NAAN >>; Liotta, Tina <tina.c.liotta@gsk.com>; Nair, Maya 
<maya.nair@biogenidec.com>; Perala, Mie <mie.perala@takeda.com>; Profrock, Kathy 
<KProfroc@its.jnj.com>; Schuster, Donna <donna.schuster@abbvie.com>; Sultani, Tila 


NIH - 005588 


<tila.y.sultani@gsk.com> 
Subject: AMP proposal in Parkinson's disease - please consider for December 18 telecon 


Dear AMP Extended Executive Committee Members: 


The AMP Executive Committee recently received a concept-level proposal from several prominent 
academic and NIH investigators to build a “fully human preclinical pipeline to Identify, validate and de- 


risk novel therapeutic targets” in Parkinson’s disease (PD). [TT yy oeoo 


The AMP EC is therefore asking you to consider whether your company would consider supporting this 
or a similar proposal as a new program area within AMP, and to come prepared to discuss this on the 
AMP Extended EC teleconference on December 18. | have attached a one-page executive summary of 
the proposal and our proposal development path, as well as the full version of the proposal received by 
the EC. 


| am happy to answer any further questions; we look forward to our discussion on the agth, 


Regards, 

David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 


NIH - 005589 
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AMP T2D Program Overview 
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AMP RA/SLE Program Overview 
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Key Program Challenges 
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Miletich, Merck TakedaElias Zerhouni, NIAKathy Hudson, NIHStaygy Genetic Alliance 
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AMP Funding Commitments (total: 5 years) 


Total project Total NIH Total industry Total non-profit 
Disease area funding ($M) funding ($M) funding ($M) _ funding ($M) 


92.5 69.6 21.9* 1.0 

52.8 31+** 21:5" 3 

RA/SLE 41.9 20.9 20.7 3 
Total 187.2 121.5 64.1 1.6 


* Does not include in-kind contributions of IM to AD and $6.5M to T2D** Additional funding anticipated 
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From: Wholley, David (FNIH) [T] 


Sent: Tue, 8 Dec 2015 07:14:33 -0500 

To: Dolsten, Mikael;Collins, Francis (NIH/OD) [E] 

Ce: Protasiewicz, Ann;Melencio, Cheryl (FNIH) [T];Boskent, Celeste (NIH/OD) [E];Di 
Mantova, Emma (NIH/OD) [E];Lea, Allison (NIH/OD) [C];Gadbois, Ellen (NIH/OD) [E] 

Subject: Re: Proposed introductory slides for AMP Extended EC on December 18 


Great--we already essentially have this slide, so | will just insert 

Sent from my BlackBerry 10 smartphone. 

From: Dolsten, Mikael 

Sent: Tuesday, December 8, 2015 1:01 AM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Wholley, David (FNIH) [T]; Protasiewicz, Ann; Melencio, Cheryl (FNIH) [T]; Boskent, Celeste 
(NIH/OD) [E]; Di Mantova, Emma (NIH/OD) [E]; Lea, Allison (NIH/OD) [C]; Gadbois, Ellen (NIH/OD) [E] 
Subject: Re: Proposed introductory slides for AMP Extended EC on December 18 


That works very well! 


Mikael Dolsten, M.D,. Ph.D. 

Pfizer Inc 

President - Worldwide Research and Development 
235 East 42nd Street | Floor 22 

New York, NY 10017-5703 


On Dee 7, 2015, at 9:58 PM, Collins, Francis (NIH/OD) [E] (EGOS wrote: 


Looks good. How about | do slides 1—5, and Mikael does 6 and 7, perhaps with a final intro slide that 
outlines the two questions we will ask after each presentation? 


FE 


From: Dolsten, Mikael [mailto:Mikael.Dolsten@pfizer.com] 

Sent: Monday, December 07, 2015 5:32 PM 

To: Wholley, David (FNIH) [T] 

Ce: Collins, Francis (NIH/OD) [E]; Protasiewicz, Ann; Melencio, Cheryl (FNIH) [T]; Boskent, Celeste 
(NIH/OD) [E]; Di Mantova, Emma (NIH/OD) [E]; Lea, Allison (NIH/OD) [C]; Gadbois, Ellen (NIH/OD) [E] 
Subject: Re: Proposed introductory slides for AMP Extended EC on December 18 


This is good 
Should we add a slide w inviting the specific presentations write out the the Two Questions ? 


| will possibly need to step out for 15 min (1155-1210) during the RA part due to a corporate event in 
NYC but otherwise | am fine for entire time period 


Sent from my iPhone 


NIH - 005637 


On Dec 7, 2015, at 1:25 PM, Wholley, David (FNIH) [T] <dwholley@fnih.org> wrote: 


Dear Francis and Mikael— 

Attached is first draft of the introductory slides for the Extended EC call. | think you two were going to 
use these to start a dialogue as to whowill cover what. As a reminder we've allotted 5 minutes for the 
intro—which should be all you really need, given the level of familiarity with AMP I think we can now 
assume for the majority of participants. 


As a rermircer, [niece 


Please let me know how else | can be of help on this. 

Regards, 

David 

<AMP Extended EC December 18 2015_draft frontend.pptx> 


From: Wholley, David (FNIH) [T] 


Sent: Sun, 29 Nov 2015 21:13:05 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: Revised slides for Dec 1 AMP EC 


Yes, | have let them know this. Expecting trimmed down sets by Monday afternoon. David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, November 29, 2015 3:49 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: RE: Revised slides for Dec 1 AMP EC 


Hi David, 


This deck is fine except for the need for the co-chairs to trim the project sets. They should plan to spend 
no more than 10— 12 minutes on each project, in order to allow time for the broader discussions about 
additional projects and the agenda for the EEC. 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Saturday, November 28, 2015 6:32 PM 
To: Collins, Francis (NIH/OD) [E] 

Subject: Revised slides for Dec 1 AMP EC 


Francis—here are the slides revised to reflect our conversation on Monday—the SC slides have not 


changed because we are still waiting for the co-chairs to weigh in cutting down their respective sets. | 
have changed the order of their presentations for variety’s sake. Sorry! did not get these to you on 


Weedrescay ill tere) 


If you want to send me any changes | will see that they are merged with the changes we get from the co- 
chairs. Goal is still to send out revised deck early Monday afternoon. 


Thanks, David 


NIH - 005639 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 18 Dec 2015 11:45:01 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: running really behind 


People got on 5-7 minutes late and then Mikael took a long time to get through the intro. | did 
my best but interrupting him was not feasible. We missed you doing this | think. 

Sent from my BlackBerry 10 smartphone. 

From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, December 18, 2015 11:33 AM 

To: Wholley, David (FNIH) [T] 

Subject: running really behind 


Not sure how the call got so far behind the original schedule — we are going to have to rocket through 
the remaining slides in order to have time for the PD discussion! 


NIH - 005640 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 18 Dec 2015 11:49:56 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: running really behind 


Well the good news is hopefully no real need to do introductory slides next time.. 
Sent from my BlackBerry 10 smartphone. 

From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, December 18, 2015 11:48 AM 

To: Wholley, David (FNIH) [T] 

Subject: RE: running really behind 


Aha. Sorry about today’s complications! 


From: Wholley, David (FNIH) [T] 

Sent: Friday, December 18, 2015 11:45 AM 
To: Collins, Francis (NIH/OD) [E] 

Subject: Re: running really behind 


People got on 5-7 minutes late and then Mikael took a long time to get through the intro. | did 
my best but interrupting him was not feasible. We missed you doing this | think. 


Sent from my BlackBerry 10 smartphone. 
From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, December 18, 2015 11:33 AM 
To: Wholley, David (FNIH) [T] 

Subject: running really behind 


Not sure how the call got so far behind the original schedule — we are going to have to rocket through 
the remaining slides in order to have time for the PD discussion! 


NIH - 005641 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 13 Nov 2015 09:32:52 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: two things 


Hi Francis—by all means. | just got off a call but am free until 11AM (which is coincidentally our AMP 
T2D Steering Committee call). 


[EI | can be reached at my home office [PPO or if you want me to call 


you please just send me the number. Happy to do a specific time if that works better for you, David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, November 12, 2015 7:46 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: two things 


HI David, 


A couple of items: 


if you had time 


fora phone call about item #1 tomorrow morning, that would be great. 


Best, Francis 


From: Wholley, David (FNIH) [T] 


Sent: Sat, 28 Nov 2015 18:31:30 -0500 

To: Collins, Francis (NIH/OD) [E] 

Subject: Revised slides for Dec 1 AMP EC 

Attachments: AMP EC Slides Dec 01 2015_DRAFT Revised_11-28.pptx 


Francis—here are the slides revised to reflect our conversation on Monday—the SC slides have not 
changed because we are still waiting for the co-chairs to weigh in cutting down their respective sets. | 
have changed the order of their presentations for variety’s sake. Sorry | did not get these to you on 


Wednesday nn nn oo 


If you want to send me any changes | will see that they are merged with the changes we get from the co- 
chairs. Goal is still to send out revised deck early Monday afternoori. 


Thanks, David 
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/ T2D Steering Committee Update: Meetings 


= AMP Action Committee Group (lead Pls and technical 
representatives) — Nov. 23 & 24 in WashingtonAim to define 
implementation plan for 2016 goals:Enhance LocusZoom tool 
to integrate with other interfaces (Hail, ExAC — broader LoF 
information; in the cloud, on demand)Coordinating with EBI 
as the first federated node, with first effort by June 
2016Continued outreach and investigator incentivization 
effortsReview and reprioritize new functionality and analytics 
requests (Jan 2016)Discussion items:Process for acceptance 
of new funding _ partners (EC, EEC, or SC)Midcourse 
assessment of original aims 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 23 Nov 2015 15:39:02 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Melencio, Cheryl (FNIH) [T];Gadbois, Ellen (NIH/OD) [E];Lea, Allison (NIH/OD) 
[C];Boskent, Celeste (NIH/OD) [E];Di Mantova, Emma (NIH/OD) [E];Wood, Gretchen (NIH/OD) [E] 
Subject: Slides for 

Attachments: AMP EC Slides Dec 01 2015_DRAFT.pptx 

Importance: High 

Francis: 


Here are the slides for our AMP pre-call tomorrow morning. Sorry for the late notice but we wanted to 
incorporate latest input from the SCs, some of whom had development late last week. 


David 
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